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PROTOCOL

from test No. 29/03.10.2022

LABORATORY FOR DISINFECTION, STERILISATION AND BIO INDICATORS

1. Test ordered by:
ZHIVAS OOD

14 Asen Yordanov Blvd.
the city of Sofia

2. Product tested: Oxisept

Manufacturer: ZHIVAS OOD

Sample received on: 01.09.2022

Storage conditions: In the transport packaging provided by the manufacturer under room
temperature conditions

Product appearance: soft white granules (powdered material)

Active ingredients (based on data provided by the manufacturer):

Sodium percarbonate — 30-50%;

TAED — 15-25%

3. Test condition:
Test method: BDS (B/IC) EN 13624:2022 Chemical disinfectants and antiseptics.
Quantitative test of suspension for estimating fungicidal and yeasticidal effects for medicinal

purposes. Test methods and requirements (stage 2, step 1).
Test period: 28.09.2022 — 30.09.2022
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Test temperature: 20°C
Test product concentration: The product was tested as water-based solutions with
concentration ratios of 0.1%, 0.25%, and 0.5% (v/v)
Solvent used for preparing solutions: Hard water
Contact time (exposure): 30 minutes

Neutralisation method: Dilution — neutralisation
Appearance of suspension during test: No visible precipitation or subsidence
Neutraliser used: Standard sterile buffer solution consisting of sodium thiosulfate, polysorbate

80 and lecithin

Additional load: Low organic load — 0.3 g/l bovine albumin (clean conditions)

Tested strain:

Candida albicans ATCC 10231
Density of the tested suspension: 1.5x10’ CFU/ml to 5x10’ CFU/ml
Incubation temperature: 30°C — 48 hours
Counting procedure: Distribution method: 2x (1ml/Petri dish)

4. Assessment of effectiveness and result verification:
The disinfectant was tested as water-based solutions with concentration ratios of 0.1%, 0.25%,
and 0.5%(v/v) with 30-minute exposure time.
The effectiveness of the disinfectant was assessed based on the requirements provided in
BDS EN 13624:2022, namely:
Yeasticidal/fungicidal action is considered effective when there is reduction in the
number of viable cells greater than 4 Ig (IgR>4).
Results are verified when the following criteria have been met:
- all controls and validations have been performed and meet the requirements;
- at least one of the tested product concentrations demonstrates greater than 4lg
reduction;
- there is no visible precipitation during the test procedure.

5. Test results*:

Test Initial density | Number of | Number of [Reduction (Ig | Test conditions
micro of tested viable cells/ml viable R) in the
organisms suspensions at the cells/ml at the | number of
CFU/ml | Ig N | beginning of end of viable cells:
exposure exposure Ig R=1Ig Ny
Ny=N/10 (Ig Na) —lg Na
C. albicans 1.93x107 | 7.29 6.29 2.65 3.64 0.1%
30 minutes clean
conditions
<2.15 >4.14 0.25%
30 minutes; clean
conditions
<215 >4.14 0.5%
30 minutes, clean
conditions

P

*Full description of the obtained results can be found in the attached Appendix to Protocol
No. 29/03.10.2022 ~
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6. Conclusion:
With respect to the product being tested:

Oxisept
the yeasticidal concentration for disinfection of surfaces determined according to the
requirements in BDS EN 13624:2022 with exposure time of 30 minutes at 20°C and clean
conditions is as follows:

0.25% (v/v)

Test performed by: [sgd. lllegibly] Head of Disinfection, Disinsection, and
Deratisation Department: [sgd. illegibly]
/chief assistant M. Nikolova PhD/ /Nadya Ivanova-Aleksandrova/

[sgd. lllegibly]
/Sv. Yordanova/

Appendix to PROTOCOL No. 29/03.10.2022
BDS EN 13624:2022

Test results

BDS EN 13624:2022 Chemical disinfectants and antiseptics. Quantitative test of suspension
for estimating fungicidal and yeasticidal effects for medicinal purposes. Test methods and
requirements (stage 2, step 1).

Name of the product tested: Oxisept

Test concentration: The product was tested as water-based solutions with concentration ratios
0f 0.1%, 0.25%, and 0.5% (v/v).

Solvent used for preparation of the solutions: Hard water

Contact time (exposure): 30 minutes

Method: Dilution — neutralisation  Distribution method: 2x(1ml/Petri)

Neutraliser: Sterile standard buffer solution consisting of sodium thiosulfate, polysorbate 80
and lecithin

Test temperature: 20°C

Additional load: Low organic load — 0.3 g/l bovine albumin (clean conditions)

Tested strain: Candida albicans ATCC 10231 Incubation temperature: 30°C

Validation and controls

Validating Test conditions Neutraliser controls | Method validation
suspension (No) controls (A) (B) ©)
Concentration: 0.5%
Vel | 78 X=85 |Vel| 76 X=78 |Vel| 68 | X=72.5 | Vel | 81 X =83
Ve2 | 92 Ve2 | 80 Ve2 | 77 Ve2 | 85
30<X N,4<160? X A>0.5 x X Nyg? XB>0.5x X Ny? XC=05xXN,y?
[X] Yes 00 No [X] Yes OO0 No Xl Yes OO0 No Xl Yes [ON.
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Validating Vel=83 |Ve2=87 |X=285 30<X Nyp/1000<160?
suspension (Nyg) Yes O No

Test Test N Vel Ve2 [ Xwm=193 x 105; IgN =7.29
suspension | suspension 107 208 174 [N = N/10; IgNy = 6.29
and test (Nand Ng) | 10° 19 24 |6.17<IgNp<6.70? X] Yes [0 No

Concentratio | Dilution Vel | Ve2| Na=(Xor X |IgNa IgR Contact
n step wm x 10) (IgNy=6.29) time
0.1% 10 51 38 445 2.65 3.64 30 minutes
0.25% 10° <14 | <14 <140 <2.15 >4.14 30 minutes
0.5% 10 <14 | <14 <140 =215 >4.14 30 minutes
Test performed by: [sgd. illegibly] Test date: 28.09.2022

/Chief assist. M. Nikolova PhD/
/Sv. Yordanova/ [sgd. illegibly]

The undersigned Petar Petrov Galabov do certify that my Bulgarian to English translation of
the document (s) herewith, namely “Protocol from Test No. 29/03.10.2022 and Appendix”,
said translation consisting of 4 (four) page(s), is true and correct.

Translator:  Petar Petrov Galabov
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MIHICTEPCTBO HA 3IPABEOIATBAHETO
HAUUOHAJEH UEHTBP

10 3APA3ZHU U MMAPASUTHH
BOJIECTH

MINISTRY OF HEALTH

NATIONAL CENTRE

OF INFECTIOUS AND PARASITIC
DISEASES

RKOOPAHHHPALLA KOMIETEHTHA HHCTHTYILHS
HA EBPONERCKH UEHTBP 110 KOHTPOI HA BOJECTHTE

COORDINATING COMPETENT BODY OF ECDC

BULGARIA, 1504 Sofia, 26 Yanko Sakazov Blvd.
Codun 1504, byt Siuwko Caxpion 26 [ENTGAGRIGINEEE DIRECTOR: =359 2 944 28 75, dircctor aneipd.org
JIMPEKTOP: 02/ 944 28 75 directorwneipd.ore WA : TELEPHONE EXCHANGE: +359 2 944 6990
HEHTPAJIA: 02/ 944 69 99 ERCIDG. 8 FAX: +350 2943 3075
BAKC: 02/ 943 30 75

INPOTOKOJI

Ot u3nurBade Ne 29/03.10.2022 r.
JIABOPATOPH 11O JE3SHHOEKIHA, CTEPHITH3ALIHA H EHOHHTHKATOPH

1. 3agBUTE] HA HINHTBAHETO!
“KUBAC™ O0/1

Gy.1. “Acen Mopaanos™ No 14
rp. Cotus

2. llpoaykr 3a m3nutBane: “Oxrcucenm”

Mpoussomuren: “KUBAC™ O0OJ1

Jata Ha noay4daBane Ha npodara: 01.09.2022 r

YeaoBus Ha cbXpaHeHHe: B TpaHCnopTHA ONakoBKa Ha TPOM3BO/IUTENS PH CTalHA TeMIiepaTypa
Bouuwmen Bua Ha npoaykTa: benu, manku rpanyiu (npaxoodpaseH)

AKTHBHM BellecTBa (10 0aniul Hd 3aA6UmMes):

Sodium percarbonate — 30-50 %;

TAED - 15-25 %

3. YcioBHf HA H3NHTBAHE:

Meron wa m3nurBane: b5/[C EN 13624:2022 Xuwuynu Oesunhexmanmu  u  anmucenmuyu.
Konuvecmeeno usnumedne Ha CYCREH3UA 3d OYEHASUHE HA QYHUYUOHOMO Wi OPOJICOCYUOHOMO
oeticmeue 6 ooacmma na meduyunamad. Memod 3a usnumeane u wzuckeanus (haza 2, cmuira ).
[lepuox va m3nureane: 28.09.2022 r.—- 30.09.2022 r.

Temneparypa Ha u3nursane: 20°C

[IpoaykToBa TecT-KoHueHTpamus: [[poaykTsT e u3nutan o GopMara Ha BOIHH pabOTHH pa3TROPH
B Konuentpaus 0.1%; 0.25% u 0.5% (v/v)

Pazpeaures 3a n3rorssine Ha padoTHHTe pa3TBopu: 1Bbp/a Boa

Kontakrao Bpeme (excriosuuusi): 30 MUHYTH

MeToa Ha HeyTpaamzamusi: Paspexiane — HeyTpanuzanus

BrHumieH BHA HA CYCNCHCHSATA 10 Bpeme Ha minuTBaHero: He ce nab/moaasa npeuunuranus
yTasBaHe,

Himosmsan meyrpaamsarop: Crepuiien, craniaprusupan Oydepupan pastBop. ChAbpiKALl HATPHEB
tuocyiadar, nomucopdar 80 u neUUTHH

Jonbanurenno naropapeane: Hucko oprannyno Hatosapsane - 0.3 g/l rosesxxan andymun (yucmu
VCRO6UL)

fﬂr&mnurw-‘wlp&mnmmd e e s of ke - for He huevan  bowfi! 1/2



Msnuran Teer-mam:

Candida albicans ATCC 10231
I'beTora Ha Tect-eyenencnsta: 1.5x107 koe/m] 10 5x107 koe/ml
Temneparypa na unxy6upane: 30° C — 48 yaca
Ipoueaypa na 6poene: Metox va pasiuBane 2 x (Iml/metpu)

4. OuensBane Ha eeKTHBHOCTT H BepuHUHpaHe HA pe3yaTaTHTE:

HesundexTanTsT e u3nuTan mox bopmata Ha BoxHM

paboTHH pasTBOpHU B KoHuentparus 0.1%:; 0.25%

1 0.5% (v/v), npu Bpeme na Bu3neiictane 30 MHHYTH.

Edexrusnocrra Ha Ne3HH(ERTANTA € OLeHeHa Crope] H3MCKBAHUATA Ha B

ChIVIACHO KOHTO:

3a mocruruara

3a BepHHUHpPaHe Ha pesyarara ce npueMa H3NBLJIAHCHHETO HA CIeHUTE KPHTEPUH:
- BCHYKH KOHTDOJIH ¥ Ba
- HAaH-MAaJIKO edHa oT

peayKums;

JC EN 13624:2022,

APOKACUHAHA/PYHIHIHAHA AKTHBHOCT ce npHemMa peaykuusa B 0pos Ha
KU3HECTIOCODHHTE KJIETKH He 0-Ma/aKa ot 4 Ig (IgR>4).

JMUAHPAHASA €A H3IIBJHEHH H OTIOBAPAT HA H3HCKBAHHMATA;
H3IHTAHATE KOHUCHTPAUHH HA MPOAYKTA NOKA3BA IMO-Maako or 4 Ig

- HE ¢ce Haﬁmonasa HNPEUHHNHTALKA 110 BpemMe Ha Tec‘r-npuue,uypa'ra.

5. PesyaraTu ot usnurBanero*:

Hayanuna recrora na

Bpoii
MH3IHeCcnocoOHu

bpoii
WH3HECnocoOHN

Peayrkums (Ig R) B

Teoi TeCT-cyCrnencHnTe RETRERLR Serei sl s Gposn Ha Yenosus ua
KH3HECIIoco0HHTe H3NHTBAHETO
MHKPOOPraHH3Mu HA4a/10TO HA Kpasi Ha
Koe/ml lg N EKCMNO3HUHATA | eKCNO3HUHATA _'{JIETK":
| No = N/10 (Ig Na) igR=1gNo-lgNa
| 0.1%
2.65 3.64 30 surymiu;
HUHCMU YOI OBNA
0.25%
C. albicans 1.93 x 107 7.29 6.29 <215 >4.14 30 sunymu,
HUCHU YCIo8un
0.5%
<215 >4.14 30 munymu;

HuUCmu ycrosua

* [Tvano onucanue na noayuenume pespimamu ca npedcmasenu ¢ Hpunosicenue kv Hpomoron Ne 29/03.10.2022 ..

6. 3armwyenmne:

3a M3NMHTAHUAT OPOAYKT:

APOKNCHHAHATA KOHUCHTPAUMS 3a Je3HHpEeKuHs Ha MOBBLPXHOCTH,

HznacksanusaTa na BJC EN 13624:2022 npu Bpeme Ha Be3aeiicTBHe 30 munyTH, 20°C ¥ gnern

YCJIOBHS €:

M3sbpmni usnureaner
/rn. ac, M.

/CB. W

“"Oxcucenm ™

0.25 % (viv)
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[punoxenue kM [MPOTOKOJ Ne 29/03.10.2022 1.
bJC EN 13624:2022

Pesyararu o1 H3IHTBAHETO

BAC EN 13624:2022 Xuvmuunu oesungpexmanmu u anmucenmuyu. Koauvecmeeno usnumeane Hd
CYCREH3UA 3a oyensieane Hd @OYHeUYUOHOMO Wil OpodcoeyuoHOmo oelicmeue 6 obilacmma Ha
meduyunama. Memoo 3a usnumesane u usuckeanus (haza 2, cmonra 1).

HanmvenoBanHe Ha npoayKTa 3a udnuTBaue: , Oxcucenm”

Ms3nurana recr-koHuenTpanus: [IpoaykTsT e u3nurand noj Gopmara Ha BOJHH padOTHH PasTBOPH B
koHuentTpaums 0.1%; 0.25% u 0.5% (v/v)

Paipenuren 3a n3roreside Ha padoTHUTe pa3TBopu: [BBpIa BOJA

Konrakrno speme (exenosuuus): 30 MUHYTH

Meroxa: Paspexaane — HeyTpajidsauus MeToa Ha paziauBane: 2 X (Iml/metpu)
Heyrpaausarop: CrepuiieH, cranjaptusupan  OydepupaH pa3TBOp. ChIbpKAl HATPHEB
Tuocyndar, noaucopdar 80 u neuuTHH

Temmneparypa na usnursane: 20° C

JonbaduTe o HaTtoBapBaHe: Hucko oprannuno Hatosapsase - 0.3 g/l roBexin anOymus (vucmu
VCAOGUSE)

Tecrt-mam: Candida albicans ATCC 10231 Temnepatypa Ha uakyoupane: 30°C
Banuaupane u KOHTpoO.IH
Banuaupama | Konrpoa na Konrpoua na Banupupade 1a ‘
| eycoensust (Nvo) eKCHepHMEHTAIHUTe | HeyrTpaauzatopa (B) meroaa (C) '
| yea0BHA (A) ; Ronyenmpayus: 0.3 %
| Vel | 78 | _ Vel | 76 | _ | Vel | 68 | _ Vel | 81 |_ .
Ioa | | X=85 . - - =725 = = f
Ve |02 | X8 ve2 | 80 | B Va7 |X775 [va | s |X78 |
30 <X Nvo<160? | X A>0,5x X Nvo? XB205xXNvi? |[XC20,5xXNvo?
@ﬂa O He ﬂa O He Qﬂa [ He lﬂa O He
| Bamwmpama oo gs veegy |[X=85 30 <X Nvs /1000 <160?
cyenencus (Nvg) e .
! | | M Ja one
Teer | N | Vel vez |_ _
Tecr cycnencus u 5 10 208 174 Xwm=193 x 10”: [gN =7.29 i
TecT cchne;cuﬂ - No = N/10: 1gNo = 6.29
(NuNoj: | 10¢ | 19 24 |6.17<1gNo <6.70? Nna oue ‘
& I | leN ll IsR K
- : . ThIIK4A HA | . - = = | giNa | g OHTAKTHO
Konuenrpauus neapexiane | Vel Ve2 Na=(X Ill.(l':l)l X wm x| | (18Ne=6.29) Bpeme
| 0.1 % | 10" 51 38 445 2.65 3.64 30 munyTH |
i = "- '
| 0.25 % ' 10" <14 | <14 <140 <2.15 >4.14 | 30 munyTH
i 0.5% 10" <14 | <14 < 140 £2: 15 > 4.14 : 30 MUHYTH

W3Bbpinin H3nuTBaHe JlaTta Ha usnutBaneto: 28.09.2022 r.
/rn. ac. M. Hukonos

/Cs. Mopaanos
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