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ALGHOMYO0L sbas®0do / TESTREPORT

60930l bmdg®o / sample id number: SN 29325

A9LbGH0MgdoL 3G MIEo / test sample: 99dbo60o gbobxngdioobomgol / Elixir for Disinfection

A9bGHoL bmdgho / sample number: 2020-0537

5933900 / client: ELIXIR GLOBAL

39339000L mo®owo / date of order: 2020-03-10

AILGH0M9d0L Bo@Botgdol 3gMomo / test

period: 2020-03-13-¢56 2020-03-20-8¢0g / 2020-03-13 to 2020-03-20

A9LGHOMgd0L Igmmeo / test method: EN 13727 (2012+A2:2015)

6500960Mm06Mm030 Ll3abBooL GguGo - d5JBHIMO30IO
B90mgddg9ds (BoBs 2, LoggbmMo 1)

Quantitative suspension test - bactericidal activity

(phase 2, step 1)

0b68m&Mds305 / information: Q050 d06ANOGdS MIHbR GO bhsgoerm o S.

aureus/ gbGHgem3mzo E. hirae / clean conditions S. aureus/
E. hirae
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603m3ols 0c0gbGoB03530s / identification of the sample

603m8ol bmdgMo / sample id number:
A9LbGH0Mgd0L 3G MIEo / test sample:
350 &00ol bmdgMo / batch number:
9ofimgdol mstowo / date of delivery:
99bsbz0l 3o0mdgdo / storage conditions:
3hom3mgdeol Joge Jgmozsbgdmewo
239L5H53909wo0 LsdMowgds / product diluent
recommended by the manufacturer for use:
239609360 boby / appearance:

bmbo / odour:

394G 6030009 gds (60300096 9d900)

hoMIMgdeol dmbs399900lL msebsbdsco / active
substance(s) according to the manufacturer:

SN 29325

99do®o ©gbobxggdzoobmgol / Elixir for Disinfection
2019 99-2 3356¢). 3s0@H0s / Batch of Quart. I1 2019
2020-03-09

396L5BO3MME0s Afomdmgderol doge / those of
the manufacturer

399009g9bgds 306(396¢H0MgdMwo Lsboo / concentrated
application

3993306359, Mi3g6™ bomby / clear, colourless liguid

sen3m3menobls / alcoholic

100 -8o / per 100 g:

0.045% d39dwom®mgsbo 9035 (HCIO) - CAS-ob
Lot9a0LEHME0M bmdgmo 7790-92-3 / EINECS-ol
LoG9oLEGHMsEGoMm bmdgemo 232-232-5/ Hypochlorous acid
(HCIO) — CAS-No. 7790-92-3 / EINICS-No. 232-232-5,
0.005% 303mgarm&o@dolb ombo (OCI 7) - CAS-ob
LoG9oLEHMsEG0oM bmdg@mo 14380-61-1 / EINECS-ol
LoMga0LGHMsE0M brmdgeMo 231-668-3 / Hypochlorite Ion (OCl 7)
- CAS-No. 14380-61-1 / EINECS-No. 231-668-3,

0.260% bs@Mowdol Jerm@oo (NaCl) - CAS-ol
LoMga0LEHMsEom bemdgMo 7647-14-5 / EINECS-ol
LoMgAOLEHMG0M bmdgMo 231-598-3 / Sodium chloride (NaCl)
- CAS-No 7647-14-5 / EINECS-No 231-598-3,

99.690% §yseo (9argdBHemogd@oz0609dmeo) - CAS-ol
Lo®9a0LEHMsEoM bmdgemo 7732-18-5/ EINECS-ol
LoG9oLEHMsEG0oM bmdg@mo 231-791-2 / Water (electro-
activated) - CAS-No. 7732-18-5 / EINECS 231-791-2
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ALE0M9d0L FgmmEol sefigts / description of the test method

A9LGH0MgdoL dgomo / test method:

A9LGH0MYdOL }gd3gsE M / test temperature(s):

36O GoL 3m63396GHMo30d (3Mb396GHMS309d0)
A9LGH0MYdOLSL / sample test concentration(s):

36010l BsHog0l (65%Hsg900L) 2969abmeo
Loby: appearance of the product dilution(s):

©535006dmEM9dgo bogmogMgds /
Interfering substance(s):

A9LEHOMGIOLSL godmygbgdmero dozMmmmysbobdo
(803600mOs60D09d0) / test organism(s):

b909mgdggdol e / contact time(s):

150639905300 39d39Mo@MEs / incubation
temperature:

OSN30l dgonmo / counting procedure:

6503930l 25L5Bo390ws© Fodmyqbadmewo
bodmowgds / diluent used for test solution:

EN 13727 (2012+A2:2015)

596MdM030 LM3gbBool BB dogdEHgMoEOEYIEO
b99mgddggdols gsblslisBOaMI 50530560l dgoobols
1g39MHMTo - BHgbEHOMIIOL Ig0MEO s JMbM3BYdO (Bsbo 2,
Lsgzgbeo 1)

EN 13727 (2012+A2:2015)

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

SOP 02-051
20°C+1°C
97%, 80%, 50%, 10% (v/v)

Bo9dBHMOM030 3mb396EHMo30s (3b395EOS309d0) / real test
concentration(s)

390330635e0q / clear

Q5050 sd0bdN©gds / clean conditions:
0.3 3/ bsM0OL FO9EOL seddobo / 0.3g/1 bovine serum
albumin

mdOmbRgOo bGsgowmzmzo ATCC 6538
96&H9M™3m30 hirae ATCC 10541 /
Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541

30 s 60 ()0 / 30 and 60 seconds

36°C + 1°C-48 bon / 36°C + 1°C — 48h

3bob gobmgligol dgmmo (39EHEM0ob X590l Igommo) / pour
plate technique

OLEHOE0MOME0 fysewo / distilled water
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690G 0Bs300l Igommeo /method of neutralisation:

Bo@®oobo@mGo / neutraliser:

B56930L BEBOBOMOMBDS S oMb meo Loby
A9LGH0M9d0L J0dEObsMYMdOLSL / stability and
appearance of the mixture during the procedure:

ALE0MJd0L dmmbmabgdo / test requirement:

EN 13727:

690GHM@0BsE0s QoBs39d00m / dilution neutralisation

3% 3mobm®dsG-80 + 0,3% wygiso@obo + 0,1%
3oLEG0oobo + 0,5% bs@EMmomdol momlvwxas@o /
3% polysorbate 80 + 0.3% lecithine + 0.1% histidine +
0.5% sodium thiosulphate

Boengdqdolo s 3o as@gdol as0gdg 97%, 80% s
50%-0560 d980b393930L 5939000 /

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

69MJ30s = 5lg / reduction > 5Ig
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A9LGHMIOOLOL 298MYgbgdveo J03OHMMOY60BA0 / test organism: S. aureus ©s53063)MHYOOLM30L g53mygbgd¥]

ALA0M9d0L 9900 / test results EN 13727

ALGHMYdOL 3Gmmd@o / test sample: geogdboGo ©)Bobgad00bmgol / Elixir for Disinfection 356&o0lb 6mdg®o batch number: 2019 §5. 89-2 33560¢). 3s0&0s / Batch of Quart. 112019 SN 29325

o bydbBobEos /interfering substance: OO ©OOBAOMIOS / clean conditions

1535¢00330M BglBo®gds / validation test LsGgLG™ AILGH0Mds (Na) Lodgldm Bsg@B™dM030
30360mmM3560bdol 3Mb396¢Mo30900LsL (V/V)
Lb3gbbos test (Na) at the real test concentrations of (v/v)
b90mgddggdol | Logseosgom | 3mbEHMmeo / 30bGHBMEo 3Mb@HmMmEo / test organism
QO™ /contact bmL3gbboo control / control / control suspension
time: / validation 97% 80% 50% | 10%
suspension (A) (B) Q) (N o5 No)
(Nv) (97%) (N and No)
Ve: | 36 29 | Ve | 27 34 | Ve 37 32 | Ve | 32 37 | 107: 150 169 | Vc 10 0 0|0 O|0 0] 5144
Nvo: 325 A: 30.5 B: 34.5 C: 34.5 108 13 11 Ve 10 0 0|0 O|O0 O] 4 4
30 §a / 30sec. N: 1.60x10° Na: <140 <140 <140 475
Ve: 34 32 IgN: 9.20 lgNa: <215 | <215 | <2.15 2.68
Nvs: 33.0 1gNo: 7.20 IgR: >5.05 | >5.05 | >5.05 4.52
990090 ©osb / ©osb / Qodb / Qodb / osb/yes |I1gR=5 ©03b/ | @osb/ | @osb/ | 56/ no
395¢0ENMO0S / yes yes yes yes yes yes yes
result valid:
Ve: | 36 29 | Ve | 29 30 | Ve 37 32 | Ve | 27 30 | 107 150 169 | Vc 10 0 00 O|0 0] 7091
60 0 / 60sec. Nvo: 325 A: 295 B: 34.5 C: 285 108 13 11 Ve 10 0 0,0 0|0 O 9 7
N: 1.60x10° Na: <140 <140 <140 805
Ve | 34 32 IgN: 9.20 lgNa: <215 | <215 | <2.15 2.90
Nvs: 33.0 1gNo: 7.20 IgR: >5.05 | >5.05 | >5.05 4.30
990090 ©osb / ©osb / Qodb / Qodb / osb/yes |I1gR=5 ©03b/ | @osb/ | @osb/ | 56/ no
395¢0NMO0S / yes yes yes yes yes yes yes
result valid:
pH-05B396939d80 3.61 3.65 3.70 4.10
/ pH values:
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ALA0MgdolL dggagdo / test results EN 13727

G9BGHOMGOOL 3OMmEMd®o / test sample: gegdio@o yBobxgdoologols / Elixir for Disinfection 3s@@ool bmdg®o batch number: 2019 5. 89-2 33560¢). 350&0s / Batch of Quart. 112019 SN 29325
ALGHMGOOLIL 258MYgbgdweo J03OMMOY60B00 / test organism: E. hirae ©500bdm6M5d0lm30L 450mygbgdwyeo bwdlidebsos /interfering substance: ©5ds¢00 ©d0bAMMIOS / clean conditions

1535000330 BguG0Mds / validation test LsGgbE™ ALGH0M9ds (Na) Ls@gbdm Bod@GH™mdMmo30
3036005600l 3M63gbBMs30gdoLsls (V/v)
b396B0s test (Na) at the real test concentrations of
/ test organism (v/v)
b99mgddggdol | Logsero@sgom | 3mbGHGmmeo / 3MbGOMmwo 3MbGOMmwo suspension
QO™ /contact bml3g6bos control / control / control
time: /validation 97% 80% | 50% 10%
suspension (A) (B) (@) (N 5 No)
(Nv) (Nvs / 1000) (97%) (N and No)
Ve: | 66 50 | Ve 54 51 | Ve 56 55| Vc 40 50 [ 107 196 221 [Vcl10% |0 O[O O|O0 O] O O
Nvo: 58.0 A: 52.5 B: 55.5 C: 45.0 108 25 22 Vecl0t: 10 0|0 0|0 O 00
30 0 / 30sec. N: 2.11x10° Na: <140 | <140 | <140 <140
Ve: 74 55 IgN: 9.32 lgNa: <215 | <2.15 | <215 | <2.15
Nvs: 64.5 1gNo: 7.32 IgR: >5.17 | »5.17 | >5.17 >5.17
990090 Qodb / Qodb / Qodb / Qodb / ©osb / yes |1gR=25 | osb | @osb | osd | osb/
3500 / yes yes yes yes /yes | /yes | /yes yes
result valid:
Ve: | 66 50 | Ve 55 53 | Ve 56 55| Vc 56 46 | 107" 196 221 [ Vc10: |0 0|0 O|O0O O| O O
Nvo: 58.0 A: 54.0 B: 55.5 C: 51.0 108 25 22 Vel0: {0 O[O0 O(O0 O] O O
60 {0 / 60sec. N: 2.11x10° Na: <140 | <140 | <140 805
Vc: 74 55 IgN: 9.32 lgNa: <215 | <2.15 | <2.15 2.90
Nvs: 64.5 1gNo: 7.32 IgR: >5.17 | »5.17 | >5.17 >5.17
990090 Qodb / Qodb / Qodb / Qodb / ©osb/ yes |1gR=25 | ©osb | @osb | ©osd | osb/
3500 / yes yes yes yes /yes | /yes | /yes yes
result valid:
pH-05B396939d0 3.64 3.64 3.75 4.50
/ pH values:
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3406005000 B®3MMeo 3603369cmdgdo/ basic limits:

N 80093569MdL BoMRgdTo 1,5 s 5,0 x 108 3(9/8¢ (8,17 < IgN < 8,70) /
1s between 1.5 and 5.0 x 10¥ cfiyml (8.17 < IgN < 8.70)

N modified 809356(9MdL BoMRwgddo 1,5 s 5,0 x 10° 3(9/d¢ (9,17 < 1gN < 9,70)
1s between 1.5 and 5.0 x 1P cfiyml (9.17 < IgN < 9.70)

No 800935609MdL BoMAwgddo 1,5 s 5,0 x 107 3(9/0¢ (7,17 < 1gN < 7,70) /
is between 1.5 and 5.0 x 10V cfi/ml (7.17 < IgN < 7.70)

Nvo 9009056Mm9MdL FoMYqddo 30 s 160 (3 x 10! und 1,6 x 10?) / is between 30 and 160 (3 x 10" and
16x107)

Nv 9009056Mm9MdL GoMywqddo 300 s 1600 / is between 300 and 1600

Nv modified 80093569MdL BoMRwgddo 3 x 10% s 1,6 x 10*/ is between 3 x 1(P and 1.6 x 10*

NvB (x1000 9009056 9MdL BoMywqddo 3 x 104 s 1,6 x 10°/ is between 3 x 10% and 1.6 x 1(P

A,B,C GM0s 56 dg@0s 0,5 x Nw-by/ 1s equal to or greater than 0.5 times Nvw

nd 56 Bo@strgdmas / not done

na 56 9939909056905 F9R3oLgdsLs / is not evaluable

5330l LydMsem sfmbogro 36033690 MdgdOL 3MBEBHMMEOLLL 3mgB0E0YEEHNO0 56 sMOL 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.

396306900L s 9990 30099900L 256056MEgd9d0 / Explanation of terms and abbreviations.

Ve = LoimEbolmbo®osbo Joz0mMEmRB0BIgdOL Mom©abmds / viable count
N = A9ILGH0M5d0 bdbBool 3(9/0w MomEgbmds / number of cfu/ml of the test suspension
No = 309/0e H5m9bmds GHgbBHoMm9dme bsg3zdo B9dmddgogdol Mol sbsfyoldo; oqo

3950096L N-0b g6 99509©b (30x8030MgdwE dgom©do 9Ho Igsbgol) 3OMMJEOL ©s
535006309090 LYBLEBEOOL TEJOOL B0 QoBoggdOL yodm /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 = MR O9IJOOL H5Mm9bMds ymgzgwr dar-bBg bgsosom BdgbHosdo; 0go 10-x 96 9o
300069 Ve 356396900l 1090900l Gom©qbmds 1071 35H53930L bEoool sdm / number of
cells per ml in the validation suspension; tenfold higher than the Vc value because of the dilution
step of 10"

Nvo.Nw = MR OJJO0OL MoMm9bMds BgLiBHocMmgdme A, B s C bs6g390d0 ymgger den-bg bgdmddgogdols
@OMOL EILHYOLTO. Fobs39000 ByoE®I0BsE00L IgnMmEATo B bgo@®mowobBs@mmol
3MbEHHMol 9900bgz93590 gU 5MOL YR MIEIOOL MoMEIbMds 4yoz9e den-bg 100-%x9MH SO
399539000 999009y. Nvo 560U Nv-b 950035¢00b{obgdmewo Ve-05639690¢q00l Lodrsenm
3603369 mdob 1/10, mw30 Nve 9900039bL 9O 9gomobgl. / number of cfu/ml 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.

R = Loimabaolmbo®osbo dozmmmemysbobdgdol Mgomdsos / reduction of the viable count



3MEbO© MBI YMRMgIOOL MomEgbmds ymggar dg-bg GHglGoMgdre Bodgzdo
99399008 @OMOL dmmlb s 610GHMIO0BoE0OL b 933G BME0 BowEGHEMmsE00L
509905009 / number of survivors per ml in the test mixture at the end of the contact time and
before neutralisation or membrane filtration

3OEbBWO© sMBIbowo MY MO0l MMPIEMBS BHLEG0MJOOL 30HMBFIOL 3MBEHOMEOLLL
b99mgdd90900L @OHMOL dmErmb. 030 F9gLdsdgds BoMggzol gomzswoliobgdmewo V-
958396900900l Lsdsem 36083690 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.

3™EbEO© sMRIBowo MXMIIOOL Mom©YbMds BYOE®MIOBIEGHMMOL 96 BowGHMS300L
36m39L0L 3006EHOHMEOLOL Q9BLsBPIGWW OHMTo - 5 oo (00 3G:MIEJd0L dgdmbgggzsdo,
MH0Igems HBgdmgdggdol mm < 10 for-os - Bbmerme 10 §3). 0o 9g9Lsdsdgds botggols
3°0035¢0bfobgdmwo Ve-85639690¢0900l bsdrsem 3609369wmdsl. / 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 s 10 min only 10 seconds). It corresponds to the mean of the Vc-
values of the mixture taken into account.

3MEbs© sMRbowo MxM9ggdol Mom©Ibmds g0MEOL 503008l FoBLIBEGME
Mo - 30 fo. 00 F9glsds99ds 656930L FomM350LFH0bYdMwo Ve-0563969de9d0l
Usdom 3609369 mdsls. / 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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35¢0E30S /
validation:

2503bO9do / deviations:

565dd90m0
306396¢®a30s /
Ineffective
concentrations:

33365 / conclusion:

43909 3mbEHMME0 QS 35¢P030S 0YmM oMM LdHW3Mgddo/ all controls
and validations were within the basic limits.

9mgdgo bm®mdgd0sb s 390Mm©Yd0EIb F99R6gMo dosbMgdo: /
observed deviations from applicable standard and procedure:

13H0b0byo LoBguBHm JozMmmdYdoL - Staphylococcus aureus und Enterococcus
hirae 359mygbgdom
/ screening with test strains Staphylococcus aureus and Enterococcus hirae

S. aureus: 10% = 30, 60 0/ S. aureus: 10% = 30, 6Usec.

EN 13727-0l 80bg300, 36020099430l - ,9¢9dboMo gbobggdszoobmgzols®
2019 Heoob IT 33560l 3560E05 00 ©sd0bIMMgdol d9dmbggzsdo
5070536900 dodBH9MH030©M 5JE03MdL (Mgwydisos = 5lg) 20°C-bg 30 s
60 90l 89899 97%, 80% s 50%-0¢0g (V/V) 35953900LsL Lo@glEm
05490900l - mJOHMLGBIOHO bEsGgoEm3m3ol (Staphylococcus aureus) o
hirae 9b6&9gMm3m30L (Enterococcus hirae) {jobsswdgy,.

According to EN 13727, the batch Batch of Quart. 11 2019 of the product Elixir
for Disinfection 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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s®Jogotmgds: 5696080l Lo 0bsbgds BgalBrmegderols stjogdo Lafgols Bmbozgdgdmsb

200.
archiving: A copy of the test report will be kept together with the raw data in the
contractor ’s archive.
d96003bs: A9bBH0M9d0L F993900 30391 Yds FbME MO s FbMWMmE Bgdmbligbgdre

Lo@gLE™ 3O BHIODY. 53 56AM0ToL 253653 gds sdMbsfgMol Loboom
©5L5339%05 dbmermo HygCen Germany GmbH-U 960@mdomo ;sbbdmdols

Bsgmdz9wBY.

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 Schwerin, 2020-03-21
990003060l Md@m®mo b. 39Mbgmo 3- bomomdlo

A9LEGH0M9d0L F03MMOOMEMY0IOHO F)0MEOYIOL 39bymz0gdol bgerddmzsbgero
L5393B0gMHM-E 946032960 F9bgMmR0EqdOL

MRO@bo

Dr. med. univ. S. Werner K. Naujox

Head of Scientific-Technical Affairs Division Manager

Microbiological Test Methods
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