bosomsm mgobo:

ALGHOMgd0L cbGodmGo Gow.:  +49 (0) 385 5682 65
HygCen Germany GmbH @sguo:  +49 (0) 385 5983 74
dmMb630m3900dBH®sy 78  Email:  info@hygcen.de

19055 dggtobo Web: www.hygcen.de

ELIXIR GLOBAL

05300535600 06EMLEGOMEO BMbS 396856000 LgOEH08035300L GIBAH®O
Jomsobo D-PL-18818-02-01

bs :jb 5)0’)30@(") 18818-02-02

Free Industrial Zone
Kutaisi
Georgia
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Dr. We/Ra

AILBHOMgd0L sbas008o/ TESTREPORT

6031 dols bmdgho / sample id number:
G9ILGH0Mgd0L 3G MIEo / test sample:
A9bGHOL bmdgho / sample number:
5933900 / client:

393390000L ms®owo / date of order:
AILGH0MGOOL Bo@sMgdol 3gMomeo / test
period-

A9LGH0MgdoL dgomo / test method:

0bgm&ds300 / information:

SN 29326

99dboco bgeol 3og0960bmgol / Elixir for Hand Hygiene
2020-0538

ELIXIR GLOBAL

2020-03-10

2020-03-13-gsb6 2020-03-20-dcog / 2020-03-13 to 2020-03-20

EN 13727 (2012+A2:2015)

(50m©YbMdMH030 L3I6EDBOOL BHILEGEO - dogd@gHoE0IEO
B90mg090905 (B9Bs 2, Loggbmeo 1)

Quantitative suspension test - bactericidal activity

(phase 2, step 1)

Q050 d0BANMGdS MmIBHlRIGO bhsgoemm 230 S.
aureus/ gbGgtrmzmgzo E. hirae / clean conditions S. aureus/
E. hirae
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603m3ols 0c0gbGoB03530s / identification of the sample

60380l bmdgMo / sample id number:
A9LGH0MgdoL 3G MIEo / test sample:
350 G00l bmdgMo / batch number:
9ofimgdol mstowo / date of delivery:

d9bsbz0l 3o6mdgdo0 / storage conditions:
30om3mgdeol doge Jnmsz35H9deo

3oL5B539dgwo LMowgds / product diluent
recommended by the manufacturer for use:

39093060 boby / appearance:

bmbo / odour:

39EHomEMo 603m09M9ds (6030009M9d900)
3GoMImgdeol dmbo3gdgdol mobsbdsogo / active
substance(s) according to the manufacturer:

SN 29326

bgob 30y0960bm30l / Elixir for Hand Hygiene
2019 99-2 3356¢). 3s6@0s / Batch of Quart. 112019
2020-03-09

396LsBO3OHM0s AfomBmgderol dogé / those of
the manufacturer

39900996905 3063396 H0MgdMo Lsboo / concentrated
application

399330035¢9, MBge™ bomby / clear, colourless liquid

sen3m3menobls / alcoholic

100 ¢-8o / per 100 g:

0.009% J39demmmzsbo 853> (HCIO) - CAS-ob
LoM9ga0LEHMsE0M bmdgmo 7790-92-3 / EINECS-ob
LoMgaoLEGHMsEoMm bmdgemo 232-232-5/ Hypochlorous acid
(HCIO) — CAS-No. 7790-92-3 / EINICS-No. 232-232-5,
0.001% 303mgwmmo@ol ombo (OCI 7) - CAS-ob
LoM9a0LEGHMsE0oM bmdgemo 14380-61-1 / EINECS-ol
LSMYROLEGHME0M bmdgMo 231-668-3 / Hypochlorite Ion (OCl
) - CAS-No. 14380-61-1 / EINECS-No. 231-668-3,

0.052% bs@&owmdol Jemmmoo (NaCl) - CAS-ol
LsMIROLEHOG0M bmdgMo 7647-14-5 / EINECS-ol
BoM90LGHMs30M bmdgemo 231-598-3 / Sodium chloride (NaCl)
- CAS-No 7647-14-5 / EINECS-No 231-598-3,

99.938% §yoeo (9argdBHemmodGHoz06mqdmeo) - CAS-ol
LoMgaobEHMoEom bmdgmo 7732-18-5/ EINECS-ob
LSMYROLEGHMSE0M bmdgemo 231-791-2 / Water (electro-
activated) - CAS-No. 7732-18-5 / EINECS 231-791-2
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o980l dqmmols scBats / description of the test method

A9LGH0MgdoL dgomo / test method: EN 13727 (2012+A2:2015)
(5019bMdM0gz0 LmlidgbBool BHalBo dsd@gMoEoE Yo
©99mgdggdols g9bLslisBEzm® 50530560l dgoobols
bg3g™G@do - BHabGHMIdOL IgoMEOo s JMmMbM3zbgdo (Fsbo
Lsgzgboyo 1)

EN 13727 (2012+A2:2015)

Quantitative suspension test for the evaluation of bactericida.
activity in the medical area - Test method and requirements
(phase 2, step 1)

SOP 02-051

A9LAHOMYdOL BHgd3geredGrs / test temperature(s): 20°C+1°C

360 m©Eob 36396¢ 530 (3b3963HM5309d0)

ALBH0MYd0LSL / sample test concentration(s): 97%, 80%, 50%, 10% (v/v)
3399 BH™MdM030 3063963300 (3mb39bEGH®M309d0) / real te:
concentration(s)

36m9dBHob BsBogol (65Hs3900L) go0gabmeo
Loby: appearance of the product dilution(s): 39033063509 / clear

05350063M909w0 bogmogcgds /

interfering substance(s): Q050 3d0bdM©9ds / clean conditions:
0.3 3/ bsob IOoG0bL sendydobo / 0.3g/ bovine serum
albumin

AILAHOMGIOLOL 2odmygbgdeo dozMmmmysbobdo

(80360mMG60D8900) / test organism(s): 0dOmbng@o bGsnowmzmzo ATCC 6538
96¢9Mm3m3o hirae ATCC 10541 /
Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541

b90mgdggdols ot / contact time(s): 30 s 60 ()@ / 30 and 60 seconds

150639995300 39839Os@MGs / incubation

temperature: 36°C + 1°C - 48 bon / 36°C + 1°C — 48h
3ol Igomo / counting procedure: 30bob gobmgligol dgmmo (39EH&ob X580l Igomo) / pc
plate technique

60330l goboB390mo© odmy9gbgdeo
Usdogds / diluent used for test solution: obEGHOWoMdMwo iyswo / distilled water
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690@®5¢00Bs300l Igmmo /method of neutralisation:

B90@®o0boGMG0 / neutraliser:

Bo6930L LEIBOWMOMBS S JoMYbmEo boby
A9bBH0M9d0L J0dEO0bsMYMdOLL / stability and
appearance of the mixture during the procedure:

ALG0Mgd0l dmnbmazbgdo / test requirement:

EN 13727:

690G 5¢0Bs30s goboggdom / dilution neutralisation

3% 3mobm®d5@-80 + 0,3% wgio@obo + 0,1%
3obEoobo + 0,5% bs@momdol mombiyargs@o /
3% polysorbate 80 + 0.3% lecithine + 0.1% histidine +
0.5% sodium thiosulphate

Boangdqdo o 3Mmogmes@gdo 97%, 80% s 50%-ol
d900bgg390d0 /

no precipitation or flocculation except at 97%, 80% and
50%

69MJ30s = 51g / reduction > 5lg
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AaLEGOM9d0L Iggaqdo / test results EN 13727

GILGHOMIOOL 3OMmEIG0 / test sample: geogJsoMo bgwol 3oaogbobmzols / Elixir for Hand Hygiene 35000l bmdgeo batch number: 2019 §. 89-2 3356@. 356¢0s / Batch of Quart. 112019 SN 29326
A9LAH0MgB0LL 253mygbgdmo dozMmmMysbobdo / test organism: S. aureus 050063996 700LmM30L 459mygbgdwyeo bupdl®sbios /interfering substance: 050 ©O0BIMYDS / clean conditions
1535¢0530M BglGo®gds / validation test UsGgbG™ AILGHOMds (Na) bs@gbm
3036mmMys60Hdol 3594BHMdM030 30639bEGHM30gdOLSL
bmL3gbbos (v/v)
/ test organism test (Na) at the real test concentrations
suspension of (v/v)
b99mgdd9ggdol | LsgsEoEsEom | 3MbEHOMEO / 3MbBHOMo 3MbGOMmEo
6 /contact L396Boo control / control / control
time: /validation 97% 80% 50%
suspension (A) (B) (@) (N o5 No)
(Nv) (Nvs / 1000) (97%) (N and No)
Ve 36 29 | Ve 27 34 | Ve 37 32 | Ve 29 28 150 169 | Vc 10% 0 0 0 0|1 O
Nvo: 325 | A: 305 | B: 345 | C: 28.5 13 11 | Vclo": 0 0 0 0 |0 O
30 (0 / 30sec. 1.60x10° | Na: <140 <140 <140
Ve 34 32 9.20 lgNa: <2.15 <215 | <2.15
Nvs 33.0 1gNo: 7.20 IgR: >5.05 >5.05 | >5.05
9900920 ©osb / ©osb / ©osb / ©osb / ©osb/ | 1gR=5 ©osb / | osb/ | qosb
39500 / yes yes yes yes yes yes yes / yes
result valid:
Ve 36 29 | Ve 29 30 | Ve 37 32 | Ve 40 38 150 169 | Vc 100 0 0 0 0 |0 3
Nvo: 325 | A: 295 | B: 345 | C: 39.0 13 11 | Vclo": 0 0 0 0 |0 O
60 (@ / 60sec. 1.60x10° | Na: <140 <140 <140
Ve 34 32 9.20 lgNa: <2.15 <215 | <2.15
Nvs 33.0 1gNo: 7.20 IgR: >5.05 >5.05 | >5.05
9900920 ©osb / ©osb / ©osb / ©osb / ©osb/ | 1gR=5 ©osb / | osb/ | qosb
39500 / yes yes yes yes yes yes yes / yes
result valid:
pH-05B396909d0 5.03 493 4.88
/ pH values:
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GILGHOMIOOL 3OMmEIG0 / test sample: gergdloto bgarols 30y0960bmgols / Elixir for Hand Hygiene
AILH0MIOOLOL go8mygbgdmaro BozMmmeysbobdo / test organism: E. hirae

ALA0Mm9d0L 893900 / test results EN 13727

356E00b bdg®o batch number: 2019 §. 99-2 3350¢@). 3oG@0s / Batch of Quart. 112019 SN 29326
©500631MH9d0bM30L 3odmygbgdoeo budl@sb3os /interfering substance: @050 ©OOBAMMGYS / clean conditions

1535¢05E30M BglGo®Mgds / validation test LsGgLEGH™ A9LGHMYds (Na) bsggbGm
3036065600l BoJBHMOM030 3mb396EGHME09dOLL
b396Bos (v/v)
/ test organism test (Na) at the real test concentrations
suspension of (v/v)
b99mgdggdol | Logeer0EsEoMm | 3MbEHMMEo / 3MbGHOHMo 3MbGHOMo
O™ /contact b396%Bos control / control / control
time: /validation 97% 80% 50%
suspension (A) (B) (@) (N 5 No)
(Nv) (Nvs / 1000) (97%) (N and No)
Ve 66 50 |Vc: | 54 51 | Ve 56 55 | Vc: 49 40 | 107 196 221 | Vc 10 0 0|0 O 0 0
Nvo: 58.0 | A: 525 | B: 555 | C 445 | 10% 25 22 | Vcl0o™h 0 0] 0O 0 0
30 §a / 30sec. N: 2.11x10° | Na: <140 | <140 <140
Ve 74 55 1gN: 9.32 IgNa: <2.15 | <2.15 <2.15
Nvs: 64.5 1gNo: 7.32 IgR: >5.17 | >5.17 >5.17
9900920 ©osb / ©osb / Qosb / Qosb / wosb/ | 1gR=5 osH / | osb /|  qosb /
39500 / yes yes yes yes yes yes yes yes
result valid:
Ve 66 50 |Ve: | 55 53 | Ve 56 55 | Vc: 66 55 | 107 196 221 | Vc 10 0 0|0 O 0 0
Nvo: 580 | A: 54.0 | B: 555 | C: 60.5 | 10 25 22 | Vclot 0 0|0 O 0 0
60 $a / 60sec. N: 2.11x10° | Na: <140 | <140 <140
Ve 74 55 1gN: 9.32 IgNa: <2.15 | <2.15 <2.15
Nvs: 64.5 1gNo: 7.32 IgR: >5.17 | >5.17 >5.17
9900920 ©osb / ©osb / Qosb / Qosb / wosb/ | 1gR=5 osH / | osb /|  osb /
39500 / yes yes yes yes yes yes yes yes
result valid:
pH-035839693c9d0 5.01 5.01 5.03
/ pH values:
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3406005000 B®3MMeo 3603369cmdgdo/ basic limits:

N 90090569MdL BoMAgddo 1,5 s 5,0 x 108 3(9/0¢» (8,17 < 1gN < 8,70) /
1s between 1.5 and 5.0 x 10F cfiyml (8.17 < IgN < 8.70)

N modified 0009056Mm9MdL Fotengddo 1,5 s 5,0 x 10° 39/0¢ (9,17 < 1gN < 9,70)
1s between 1.5 and 5.0 x 1(? cfiyml (9.17 < IgN < 9.70)

No 0009056 9MdL Fotengddo 1,5 s 5,0 x 107 3§9/0¢» (7,17 < 1gN < 7,70) /
1s between 1.5 and 5.0 x 10V cfiyml (7.17 < IgN < 7.70)

Nvo 900905Mm9MdL Botyengddo 30 s 160 (3 x 10! und 1,6 x 10?) / is between 30 and 160 (3 x 10" and
16x 1)

Nv 900905Mm9M0L Botrengddo 300 s 1600 / is between 300 and 1600

Nv modified 90090569M0dL RoMAgddo 3 x 103 s 1,6 x 104/ is between 3 x 1(P and 1.6 x 10*

NvVB (x1000) 900905Mm9MdL GBotygddo 3 x 104 s 1,6 x 105/ is between 3 x 10# and 1.6 x 1(P

A,B,C A0 56 9@0s 0,5 x Nw-by/ is equal to or greater than 0.5 times Nv

nd 56 Bo@otgdmws / not done

na 56 9939909056905 F9R3sLgdsLs / is not evaluable

5330l LydMsem sfmbogro 3603369 MdgdOL 3MBEBHMMEOLLL 3mgB0E0YEEHNO0 56 5L 5-Bg bsgergdo s 15-
%9 d9®o / In the control of weighted mean the quotients are not less than 5 and not greater than 15.

390306900L s 9930 30090900L 256056MEgd9gd0 / Explanation of terms and abbreviations.

Ve = LoamEbEolvbs®0s60 303M)MMEMY60BTGdOL Mom©gbmds / viable count
N = A9LGH0M9dg0 brdgbBool 3(9/0w MomEgbmds / number of cfu/ml of the test suspension
No = 309/0e ©5m96mds 3H9glBomgdme bsg3zdo H9dmgdgogdol Mmmol sbsfyoldo; ogo

99500396L N-0l 9600 995009©b (808030090 dgmmdo 9o dgoLgl) 3OMMJEGHOL ©s
0535006309090 LYBdLEBE0L odsEJOOL B0 QoBeggd0L odm /number of cfu/ml in the
test mixture at the beginning of the contact time, it is one-tenth (in the modified method a
hundredth) of N due to the dilution by adding product and interfering substance

Nv = X OJJI0L MM g6Mds Yngge Ie-bHg Log5e0IE0M L3gEBosdo; 0go 10-xgH 9o
300009 Vc 35639690¢00l M) 690930l Hom©gbmds 101 45%53900L BEsool qsdm / number of
cells per ml in the validation suspension; tenfold higher than the Vc value because of the dilution
step of 10

Nvo.Nws = X M9JO0L MoM9bMds BHglBHoMmgdmw A, B s C bstg3z90do ymggwr den-bg bgdmddgogdol
Q@OMOL EILHYOLTO. oHs39000 ByOE®IEOBE00L IgmMmEdo B bgo@®mowoBs@mmol
3MbGHOMeol 990b3z935d0 gl 5GOL VX M9l M5MEIbMdS 4yozge Ig-bg 100-%9MH5@O
2309539000 999099. Nvo 560 Nv-b 45035¢00Uobgdmeo Ve-05839690egdolb Lodsgswm
36033690 mdob 1/10, omzo Nve 99500396L 9O 395000b9U. / number of cfu/m! in the mixtures
A, Band C at the beginning of the contact time. In the case of neutralizer control B (dilution
neutralisation method) it is the number of cells per m/ after 100-fold dilution. Nvo is one-tenth of
the mean of the Vc values of Nv taken into account, in case of Nvs it is one thousandth.



Na

LomEbEolvbs®0osbo Jozmmmmysb0BIgdol Mgpwdsos / reduction of the viable count
3MEbs© MBI MR IIOL MoMmEYbMds ynggw Ie-bBg GHgLEGHMYIME bocgzdo
b99tg390900L EOHMOL dmemlb s 630EMI0BoE00L b 933660 GowGHEMSE00L
()yg0s0cg / number of survivors per ml in the test mixture at the end of the contact time and
before neutralisation or membrane filtration

BOEbWO© ©sMBIbowo M) MILIOOL M5MEIbMds BHYLEBH0MIIOL 30OHMBYOOL 3MbEMMEOLLL
B99tgd3900900L EOHMOL dmeMmb. 00 Tggbsdsdgds botgzol gsmzgowoliobydmewo Ve-
95839690900l Lodryserm 3609369 mdsls. / Number of survivors of the experimental conditions
control at the end of the contact time. It corresponds of the mean of the Vc-values of the mixture
taken into account.

3MEbEs© sMBIBowo MXM9EIdOL Mom©Ibmds BYOE®MIX0BIGMMOL 56 BowEHM3o0L

36 m39LOL 3006GHOMEOLOL 2obLEBOZMME OMAo - 5 oo (08 3BMEMJEHYd0L T9dmbggzsdo,
HmIgms Hg9mddggdol dm < 10 for-os - Bbmewme 10 §d). ogo gqLsdsdgds botgzols
2390035¢0b{0bgdmwo Ve-05639690¢0900L bsdrsenm 36033690 mdsl. / Number of survivors of
the neutralizer control or the filtration control at the defined time of 5 minutes (in the case of
products with a contact time of < 10 min only 10 seconds). It corresponds to the mean of the Vc-
values of the mixture taken into account.

3MEbEs© sMBIBowo MXMH9EIOOL MoMEYbMdS Fx0MPOL F50Es300LLL AIBLSBEOZOW
Mo - 30 fo. 030 T9glsdsdgds 656930l 49035¢0bf0bgdmwo Ve-0563969dwqd0l
bodwgoenm 3608369 mdsl. / Number of survivors of the method validation at the defined time of
30 minutes. It corresponds to the mean of the Vc-values of the mixture taken into account.
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39¢0Q30S /
validatiomn:

35bMYdo / deviations.

5654390m0
306396¢®o30s /
Ineffective
concentrations:

33365 / conclusion:

43905 3MbEHOME0 S 35¢0EI30S 0Ym F0MO0MSQ LdHW3Mgddo/ all
controls and validations were within the basic limits.

9mgd90 6m©H3900056 s 39gMm©Yd0Lb F9aRbgero JosbeMgdo: /
observed deviations from applicable standard and procedure:

13M0b0byo LoBHIuEHM J03zMMdIdOL - Staphylococcus aureus und
Enterococcus hirae 359mygbgdom
/ screening with test strains Staphylococcus aureus and Enterococcus hirae

>ts / none

EN 13727-0b 80bg30m, 36:m©d@ob - ,,9egdbotdo bgarol
309096030l 2019 ol II 335MEEOL 35MEH05 VO
©500b6dM900L 99nb393530 535053690L 359EGH9IM0E0YI 5JEH03MdL
(M90g30s = 51g) 20°C-Bg 30 s 60 Fryomols 9999y 97%, 80% s 50%-
909 (V/v) 35%53900U5L LoGgbBem dodGHgM0gdol - mdoOmbigg®o
LEogowmimzol (Staphylococcus aureus) s hirae 9b@gMHm3m30l
(Enterococcus hirae) {jobss®0dgy,.

According to EN 13727, the batch Batch of Quart. II 2019 of the product
Elixir for Hand Hygiene shows a bactericidal activity (> 51g reduction) under
clean conditions at 20°C in 30 and 60 seconds when diluted at 97%, 80% and
50% (v/v) for the referenced test strains Staphylococcus aureus and
Enterococcus hirae.
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5®Jog0Mm9ds: 5696080l slsgro 0bsbyds galtrvyengderols sGJogdo Lsfigol 8mbsigdgdmsb

96O0.
archiving: A copy of the test report will be kept together with the raw data in the
contractor ’s archive.
39b003bs: A9bGH0M9d0L 990093900 303)EYds FbMWME s FbMEMmE Bgdmbligbgdwyer

LSAILAM 3OIMOIBHODY. 53 9BQMH0TOL 20Tz gds 5dMbsHgMolL Loboom
515339005 dbmeErmE HygCen Germany GmbH-U {ig®o@mdomo 0sbbdmdols

Loy 339w bY.

note: The test results refer only to the named test samples. Reproduction of any part of
this report requires the written permission of HygCen Germany GmbH.

d3960bo, 2020-03-21

990003060l Md@m®mo b. 39Mbgmo
A9LEGH0M9d0L F03MMOOMEMY0IOHO F)0MEOYIOL
L5393B0gMHM-E 946032960 F9bgMmR0EqdOL
MRO@bo

Dr. med. univ. S. Werner
Head of Scientific-Technical Affairs
Microbiological Test Methods

Schwerin, 2020-03-21

3- bomomdlo
39bymz0gdol bgerddmzsbgero

K. Naujox
Division Manager
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