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TEST REPORT
No. 1/15.01.2025

LABORATORY DISINFECTION, STERILIZATION AND BIOLOGICAL INDICATORS

1. Test requested by:
ZHIVAS LTD

14 Asen Yordanov Blvd.
the city of Sofia

2. Product tested:

Name: OXISEPT/OKCHCEIT

Manufacturer: ZHIVAS LTD

Sample received on: 12.12.2024

Storage conditions: In the transport packaging of the manufacturer at room temperature
Sample form: white powder

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

Peracetic acid formed in situ — 1000 ppm in 2% working solution

3. Test method and validation:
Test method: BDS EN 14562:2006 Chemical disinfectants and antiseptics. Quantitative carrier test
Jor the evaluation of fungicidal or yeasticidal activity for instruments used in the medical area. Test
method and requirements (phase 2, step 2).

Neutralisation method: Dilution — neutralisation

Neutraliser used: Sterile, standard buffer solution containing sodium thiosulfate polysorbate 80 and
lecithin.

4. Test conditions:
Test period: 08.01.2025 - 10.01.2025
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Test temperature: 20°C+1°C

Product test concentration: The product was tested in the form of working water-based solutions
of the following concentrations: 0.5%, 2%, and 5% (the product is diluted in water followed by a 30-
minute waiting period for its activation).

Solvent for preparation of the working solutions: hard water

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

Contact period (exposure): 20 minutes

Counting procedure: Distribution method 2x (1 ml/petri dish)

Incubation temperature: 30°C£1°C

Test strains used:
Aspergillus brasiliensis ATCC 16404 (spores — spiked conidiospores 275%)

Density of test suspensions: 1.5x10® cfu/ml to 5x10® cfu/ml

5. Evaluation of product effectiveness:

The effectiveness of the disinfectant is evaluated in accordance with the requirements in BDS EN
14562:2006, namely:

Adequate yeasticidal/fungicidal activity is considered a reduction in the number of viable cells
greater than 4 Ig (IgR=4).

6. Test results*:

Test strains Test conditions Number of viable Number of viable Reduction in the
used /concentration, exposure, | cells/ml at the end of | cells/ml at the end of | number of viable
additional load/ exposure for the exposure (Ig Na) | cells: Ig R =1g Nw -
water control Ig Na
(Ig Nw)
0.5% - 20 minutes >4.52 <2.25
20°C+1°C
clean conditions — 0.3 g/l
bovine albumin
2% - 20 minutes 2.45 4.32
Aspergillus 20°Czl1°C 6.77
brasiliensis | clean conditions — 0.3 g/l ’
bovine albumin
5% - 20 minutes <2.15 >4.62
20°Cx1°C
clean conditions — 0.3 g/l
bovine albumin

* 4 complete description of the obtained results is provided in Appendix to Report No. 1/15.01.2025

7. Conclusion:
In accordance with the requirements of BDS EN 14562:2006 on the evaluation of products for the
disinfection of for medical use, the tested sample of the disinfectant
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OXISEPT/OKCHCEINIT achieves fungicidal (IgR>4) activity with respect to Aspergillus
brasiliensis when applied diluted with water to a working solution concentration of 2% and after
exposure time of 20 minutes under the following conditions: 20°C in the presence of low protein
load of 0.3 g/L bovine albumin (clean conditions).

Test performed by: Head of Disinfection, Disinsection and
(sgd. Illegibly) Deratisation Department: (sgd. lllegibly)
/chief assistant M. Nikolova, DM/ /chief assistant Nadya Ivanova-Aleksandrova, MD/

/Sv. Yordanova/ (sgd. Illegibly)
/G. Getova/ (sgd. 1llegibly)

Supplement to TEST PROTOCOL No. 1/15.01.2025
BDS EN 14562:2006

Test results

BDS EN 14562:2006 Chemical disinfectants and antiseptics. Quantitative carrier test for the
evaluation of the fungicidal and yeasticidal activity for instruments used in the medical area. Test
method and requirements (phase 2, step 2).

Name of the tested product: OXISEPT/OKCHCEIIT

Test concentration: The product was tested in the form of water-based working solutions of the
following concentrations: 0.5%; 2% and 5%. Time for activation of the working solution: 30 minutes
Solvent for preparation of the working solutions: Hard water

Contact time (exposure): 20 minutes

Method: neutralisation Distribution method: 2x (Iml/petri dish)

Neutraliser: Sterile, standard buffer solution containing sodium thiosulfate polysorbate 80 and
lecithin.

Test temperature: 20°C+1°C

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

Test strain: Aspergillus brasiliensis ATCC 16404 Incubation temperature: 30°C+1°C

Validation and controls

Validating suspension | Test conditions control | Neutraliser control (B) | Method validation (C)
(Nvo) (A) Concentration: 5%
Vel 73 Vel 68 Vel 81 Vel 83
X==70 =65.5 : X=175 X=795
Ve2 67 4 Ve2 63 X Ve2 69 Ve2 76
30 <X Nvo <160? X A=>0.5xXNvo? XB=0.5x X Nvo? XC=0.5x X Nvo?
X yes (1 no & yes (1 no X yes L1 no Xl yes [1 no
———— L
wanSlar >
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Test Test N Vel Ve2 [ Xwm=167.27 x 10% 1gN = 8.22
. suspension | 10 145 180 |8.17<IgN<8.7 X yes [ no
suspension (N): 107 20 7
Water Water Nw Vel Ve2 |Xx10=585x10*
trol control 10 48 69 |6.15<IgNw=6.77<(1gN-1.3)
contro (Nw): yes [1no
Test | Concentration of | Dilution Vel Ve2 IgNa IgR Contact
the tested product (lgNw= | time (min)
i in % 6.77)
0 = 50 %0
)
0.5% o =330 0 >4.52 <2.25 20
10° 33 24
[t}
2% 00 = =12 245 4.32 20
- 100 <14 <14
0 < >4,
L 5% 0 <14 <14 2.15 4.62 20
Test performed by: Test date: 08.01.2025

/chief assistant M. Nikolova, DM/
(sgd. Illegibly)

/Sv. Yordanova/ (sgd. lllegibly)
/G. Getova/ (sgd. Illegibly)

The undersigned Petar Petrov Galabov do certify that my Bulgarian to English translation of the
document (s) herewith, namely “Test Report”, said translation consisting of 4 (four) page(s), is true
and correct.

Translator:

N

-

N P-/
N
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MIFIHCTEPCTRO A JIPABLOILAYBARETO
HAIIMOHAJIEH HEHTDBP

11O 3APA3HHU U TAPASUTHH
BOJECTH

MINISTRY OF BEALTH

NATIONAL CENTRE

OF INFECTIOUS AND PARASITIC
DISEASES

KGOPMAHPAIA KOMIETESTHA HHCTHIY 1S

. COURDINATING COMPETENT BODY OF ROBC
HA EBPOHEHCKH HEHTHP O KOHTPOUE HA BOJAECTHITE

’ _ ) ) ) sme DU LGARLA, T304 Sofia. 26 Yanko Sahazoy Bhd.
,(‘“‘b’f”‘ .3"’04‘ by.L Huio Cannion 26 FEYSNMSISETIMERIRIINE |01 OR: - 359 2 04 08 75 director e neipd org
JHPEKTOP: 927944 28 73 dircctoramapd. org

28 75.directogon WWW.ncind.or FLLEPHONE EXCHANGE 359 2 944 69 90
HEHTPANIAL 02/ 944 o o9 WWW.RCIpA.0Fg 0 .
DAKC: 027943 30 75 FAR: £J09 2 993 3073

NNPOTOKOJI
Ot usnurBane Ne 1/15.01.2025 r.

JIABOPATOPHA 110 JESHHDEKIIHA, CTEPHIIH3ALIHA H BHOHHIHKATOPH

1. 3asBHTEN HA M3NHTBAHETO:
“KMBAC” O0/1

6y. “Acen Mopuancs” Ne 14
rp. Codus

2. Hpoaykr 3a u3anuTBaHe:

Haumenosauue: , OXISEPT/OKCHCEINT*

IIponszsoguren: “XNUBAC” OO0/

JlaTa na nojqy4asase Ha npodara: 12.12.2024 r.

YenoBus Ha chXpanenue: B TpaHCIOpTHA ONAKOBKA Ha IPOM3BOAMTENS TIPH CTaiiHA TEMIIEPATYpa
BbHien Bua Ha npenapara: bst npax

AKTHBHH BEIIECTBA (10 OUHHU HA 3A36UMeNs).

llepouerna kucenuna, obpasysaH in situ — 1000 ppm 8 2% paboTen pasTsop

3. Tecr meToa u BajiMaIUpaHe

Meron wna wmsnureane: BJC EN [4562:2006 Xumuunu Oezuncpexmanmu u anmucenmuyu.
Konuuecmeeno usnumsane ¢ nocumen 3d oyensigamne 1d QYNUyUONO uiu OpodAcOCYuoHo 0eucineue
APU UHCIMPYMENML, U3RON36AHY 8 XyMUHHama Meduyurd. Memoo 3a usnumeane u usuckeanus (Qusza
2, emwvnra 2).

Meroa Ha neyTpasmsauns: Paspexiane — Heyrpanusanus

Hsnousean neyrpamsarop: CtepuneH, cTanjapruzapan 6ydepupad pasTtBop, ChLALPIKAIL HATPUEB
trocyndar, nonucopdar 80 U neUUTHH.

4. Ycaosus Ha msnurBane:

[epuoa na msnureane: 08.01.2025 r. - 10.01.2025 r.

Temunepatypa na m3nurBane: 20°C+1°C

IIpogykrosa Ttecr-konuenTpanus: [lpogykrbT e usnuran moa ¢opmara Ha BOAHH DPabOTHH
pastBopu B kouuentpamya: 0.5 %; 2 % u 5 % (nponykTbT ce pa3TBaps BbB BOJa W ce u3yaksa 30
MHUHYTH, 3a Ja c€ aKTHBUPA)

Péspenn’ren 34 H3roTBAHE HA pAGOTHHTE PAa3TBOPH: TBbPIA BOJA
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Jomsimmarenno varosappane: Hucko 6enTpuno narosapBaue (vucmu ycnosus) - 0.3 g/l rosexau
aJT0yMHH

Konrakrio speme (excnosnums): 20 MUHYTH

IIpoueaypa na 6poene: Merox Ha pasnuane 2 x (1 ml/netpu)

Temnepatypa na uuxy6upane: 30°Cx1°C

W3nomBauu TecT-mamose:
Aspergillus brasiliensis ATCC 16404 (cnopii - ., 000ausu™ Konuduocnopu > 75%)

I'betoTa na Teer-cyenencuure: 1.5x10% koe/ml no 5x10® koe/ml

5. OuensBaHe Ha AKTHBHOCTTA 1A NPOAYKTA:

EdexrusHocTra Ha Je3uH(ekTanTa € oueHeHa crnopen u3uckpaHusita Ha BJIC EN 14562:2006.
CbIJIACHO KOUTO:

3a nocrurHara ApokAeHAANA/PYHrHUMAN2 AKTHBHOCT ce NpHEMA peIyKinus B Opos Ha
KH3HECNocoOHNTE KJICTKH He no-manka ot 4 Ig (IgR>4).

6. PesyraTd 0T H3NHTBAHETO™:

| yueTH yenoBus — 0.3 g/l rosekau anbymuH

Bpoii Bpoii Penykuus B Opos Ha
HHM3HECMOCOOHU XHU3Hecnocob KH3HECNOCOOHHTE
i, Ycnosus Ha U3nuTBaHeTO kaeTkuw/ml B kpas HH KneTku/ml KJIETKH: i
E——— /KOHUEHTPALMS. EKCTIO3HLINA, Ha eKCNO3HLLUATA B Kpas Ha igR=1g Nw-IgNa |
AONBAHWTEINO HATOBapBaHe/ 3a BOAHATA eKCrno3HuuaTa
KOHTpoJa (lg Na)
— —— (Ig Nw)
0.5 % — 20 smunymu
20°Ct 1°C >4.52 L LaD
unctu ycnosus - 0.3 o/l ropexan andymun |
, 2% - 20 suymu
Aspergillus 20°C+ 1°C 6.77 2.45 4.32
brasiliensis qucti yesiosus — 0.3 ¢/1 rosexau anbymux
5% - 20 munymu
20°C« 1°C = > 4.62

* Mmoo onucanite na noayyveniume pesy.unamu ca npedcmasenu ¢ Hpuaodcenue kom fpomokon Ne 1/15.01.2025 a.

7. 3Jakmouenue:

Coraacno u3uckBanusata Ha BJIC EN 14562:2006 3a ouenka Ha NpPOAYKTH, NpeaHa3sHauyeHH 3a
nesundexiiug Ha MHCTPYMEHTH, M3MOJI3BAHW B XyMaHHATa MeJMIUHA, M3nuTaHara npoba oT
aesundexranra L, OXISEPT/OKCHCEIIT® noctura _dyurnumana  (IgR>4)  akruBHOCT _1no

oTHomeHue ma _Aspergillus brasiliensis, xoraro ce npwiara IpH pa3pexiaHde ¢ BoJa B

KoHnuenrpaiuus Ha padotHus pasrsop 2 %, BpeMe na pwn3jieiicTBie 20 MHHYTH U IIPH CIEAHHTE
yenosus: 20°C v Hanune na mueko Oearbuno naropapsane 0.3 g/l ropexan anbymun (YucTH
YCJIOBHS). ¥

H3Bbpumma m3nuTBanero:
/rin. ac. M. Hukono

3as. cexmnn " U1
/rn.ac. Hagg UBano

/CB. WMopj1anor

/I, 'eToBay
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Ipunoxenue kum [IPOTOKOJI ot usnursane Ne 1/15.01.2025 r.
bJIC EN 14562:2006
PesyaTath oT m3nmMTBaHETO
BJAC EN 14562:2006 Xumuunu oesunghexmanmu u anmucenmuyy. Konuuecmseno usnumeane ¢
HOCUME 3d OYCHABGAHE HA (PYHRUYUHOHO UIU OPOICOYUOHO QCHICMBUE NPU UHCIAPYMEHINY, USRO36UNU
6 Xymannama meouyuna. Memoo 3a usnumeane u usuckeanus (pasa 2, cmonka 2).

Haumenosanue Ha upoaykra sa wsnursane: , OXISEPT/OKCHCEIIT"

H3nurana recr-konuerTpauns: [IpoaykTsT € u3nutan no1 (opMara Ha BOAHNA PpabOTHH Pa3TBOpPH B
xonuenTpauus: 0.5 %; 2 % u 5 %. Bpeme Ha akThuBupane Ha paboTHus pa3tBop: 30 MHHYTH
Paspeanrte 3a m3rorssine na padornure pasreopu: Tebpiaa Boja

Konrakrno speme (exeno3numa): 20 MHHYTH

Metoa: Pazpexiane — neyTpaiusaiust Meroj na pasausane: 2 X (1ml/nerpu)
Heyrpaausarop: Crepuiien, cranjaprusupat Oydepupan pasTBop, ChAbpiKalll HATPUEB THOCYdar,
nonucopOat 80 U JCLUTHH.

TemnepaTypa na m3nuraue: 20°C£1°C

Jonwannrenno naropapsaune: 0.3 g/l roBexan andyMuH (vucmu ycio6us)

Tect-iam: Aspergillus brasiliensis ATCC 16404 Temnepartypa na nukyoupane: 30°C+1°C

Bammaupane 1 KoHTpou

Basmaupaia Konrpoaa na KT)_HT[]OJla HA Banuaupane Ha merona
“cycnensius (Nvo) eKCHepUMEHTAIHNTE | HeyTpasmsatopa (B) (C)
ycsoBus (A) Konyenmpaysi: 5 %
Vel | 73 | - Vel 68 X = 65.5 Vel | 81 | - Vel | 83 |
v 67| X=0 [Vva [ & P V2|69 | XT7 [V | 76 | X779
30 <X Nvo<160? | X A>0.5x X Nvo? XB2>0.5xXNvo? |XC20.5xX Nvo?
Kma 0me Kaa 0mue Xma ©Omne Kma o wue
Tecr N Vel Ve2 | _
Teer . cycneHeus 10 145 180 | X wm=167.27 x 10% 1gN = 8.22
cycnercus (N): 107 T 20 53 1 8.17<1gN <8.7 [ na ome
| Nw | Vel ve2 [ o
Boaua Boana | . X x 10 = 585 x 10*
« T _4
RURA e 10 48 69 | 6.15 <[lgNw = 6.77 < (IgN-1.3)
(Nw): ( na ode
Tecr - -
KoHueHTpaums Pazpexcaane Vel Ve2 IgNa IgR KonTakTio
Ha M3NUTBAHUS (lgNw BpemMe
npoaykr B % L =6.77) (min)
109 >330 | > 330
0, 2
0.5% o0 >330 | 5330 >4.52 <E._5 20
N 10° 33 24
0 =
i 2% 107 a1 <14 2.45 4.32 20
10 <14 | <14
) 2
5% 07 <14 T <14 ‘<?15 > 4.62 20

M'JB’pr.lHJ]ll H3IIHTBANETO:
/ri. ac. M. Huko
/Cs. ﬁopnaHO
/I'. T'eTosa/

B aneiw it

Jara na msnursauero: 08.01.2025 r.
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