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PROTOCOL
No. 20/18.12.2015

LABORATORY “DISINFECTION, STERILIZATION AND BIOINDICATORS”

1. Name of the disinfectant for testing:
“Oxisept”

2. The test is assigned by:
Zhivas Ltd,

14 Asen Yordanov Blvd.
Office building “Chimatech”,
Sofia

3. Test method:

BDS EN 14562:2006 - Chemical disinfectants and antiseptics. Quantitative carrier test
Jfor the evaluation of fungicidal or yeasticidal activity for instruments used in the medical
area. Test method and requirements (phase 2, step2).

4.Active ingredients (as per the assignor):
Per acetic acid -1000 ppm (in 2 % solution) formed “in situ” from sodium per carbonate
and TAED.

5.Test-strains used:
Candida albicans ATCC 10213

6. Density of the initial test suspension:
1,5x108 CFU/ml - 5x10® CFU/ml

7. Date of receipt of sample:
15.12.2015

8. Date of test:
16.12.2015 - 18.12.2015




9. Description of the test:

The microbiological expertise is conducted according to BDS EN 14562:2006 for the
evaluation of fungicidal or yeasticidal activity of chemical disinfectants for instruments
used in the medical area.

The preparation is tested as working solution at concentration 2.0% and exposition time
10 minutes.

The test is carried out in the presence of organic load — 0.3 g/l bovine albumin.

The assessment is made according to the requirements of BDS EN 14562:2006,
gccording to which:

- Fungicidal activity is achieved when the reduction of the vital fungal cells is > 4 Ig.

10. Test results:

| Reduction of the
Initial density of '5 number of vital cells
Test test - suspension COTT of | Vital cells after (Ig R) at tested
microorganisms suspZ;sion disinfection concentration and
exposition
(g Nw) (Ig Na) p
CFU/ml | LgN 2.0% 10 minutes
C. albicans 2.5x10°| 8.39 6.28 <215 >4,13

11.Conclusion:

The microbiological tests conducted on the presented sample of “Oxisept”, show that at
concentration of the working solution 2.0 % and exposition 10 minutes the necessary
reduction of the test strain C. albicans (> 4lg) according to the requirements of BDS
EN14562:2006 is achieved.

Test performed by: Head of laboratory “DSB”’:
- /M. Nikolova/ /S. Grueva/
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MMPOTOKOJI

Ot m3nurBane Ne 20/18.12.2015 r.

JIABOPATOPHA 110 JE3HH®EKIHA, CTEPHJIH3ALIHA U BHOUHJTUKATOPH

1. HanmmenoBanue Ha qe3uH(EKIMOHHNS NPENAPAT 32 H3NUTBAHE:
“Oxcucent”

2. 3asiBHTE)I HA H3NUTBAHETO:
“XKUBAC” OO0

6y “Acen Mopnanos” Ne 14
Oduc crpana ,,Xumarex”

rp. Codus

3. Mertoa Ha H3NHUTBaHe:

BJ/[C EN 14562:2006 Xumuynu Oesungpexmanmu u anmucenmuyu. Konuuecmeeno usnumeane c
HOCUmell 34 OYeHABAHe HA (@OYHSUYUOHO UNU OPONHCOeYUOHO Oelicmeue Npu UHCIMPYMeHMU,
U3noN36aHU 6 Xymannama meouyuna. Memoo 3a uznumeane u usuckeanus (gpasza 2, cmvnka 2).

AKTHBHH BellecTBa (10 OGHHU HA 3ai6umeJis):
ITepouerna kucenuna — 1000 ppm (B 2 % pa3tBop) dopmupana “in situ” oT HaTpueB mepkapOOHAT H
TAE.

5. U3nmo/13BaHu TecT-IIAMOBE:
Candida albicans ATCC 10231

6. I'bcToTa HA TeCT-CyCNEHCHHUSITA:
1:5%l 0% koe/ml 1o 5x108 koe/ml

7. laTa Ha nmoJiy4aBaHe HA BH3/1araTeJTHOTO MHCMO:
15122015 1.

8. /laTa Ha U3BbPIIBAHE HA N3NTHTBAHETO:
16.12.2015r.—18.12.2015 r.



9. Onucanye Ha H3IMUTBAHETO: .
Mukpo6ronorndsaTta excrneprusa e uspbpurea cermacio BJIC EN 14562:2006 3a oueHka Ha
YHIUOMIHO WM JPOKAELMIHO AeHCTBHC Ha XMMWYHHA JC3UH(EKTAHTH M aHTHCENTHLM BBPXY
MHCTPYMEHTH, H3M0JI3BaHM B XyMaHHaTa MCAUIMHA.

BHOLKIBT € U3MUTAH KaTo paboTeH pasTBop B KoHueHTparws 2.0%, Npy BpeMe Ha BB3/ICHCTBHE OT
10 MUHYTH.

TecTBT € IIPOBEEH B YCIOBHATA Ha 6enThuHO HaToBapBane — 0,3 g/l rosesm abyMuH.
EdexTHBHOCTTa Ha Je3uH(eKTaHTa e OleHeHa cropen usuckeaumsita Ha BJIC EN 14562:2006,
CBIJTACHO KOUTO:

Y 3a QyHrMIMAHA AKTEBHOCT Ce IIPHUeMa PeyKIws B Gposi Ha HKM3HECTIOCOOHUTE KICTKH < 4lg

10. Pe3yjraTH OT H3NHTBAHETO:

[ Hawansa rectoTa Ha | Konrtpona Ha | XKussecnocobuu | Pexykius B Opos Ha
TeCT-CyCIEHCHATa TECT- KJIETKH ClIe]T HAU3HECTIOCOOHUTE
CyCleHCHATa | Ie3uHBEKIUL xneTkH (Ig R) pu
Tect- '\ (IgNw) (Ig Na) M3MUTBaHA
MHUKpPOOPraHU3MU ' KOHIICHTpaLHs U
EKCIIO3HULIMS:
Koe/ml lg N 2.0 % - 10 MmunyTH
C. albicans | 2.5x10° | 839 6.28 <2.15 >4.13

11. 3axroueHue:

IIpoBeieHUTE MUKPOOHOIOTHYHY H3IHTBAHKSA Ha NPe/locTaBeHara npoba ot ouommaa “Okcucent”
[I0Ka3BaT, 4¢ B KOHIEeHTpanus Ha pabornus pasrsop 2.0% u excnosunus 10 MEHYTH ce IOCTHUTA
Heob6xonuMaTa peaykuus Ha tect-mama C. albicans (> 4 1g), cernacuo usuckpanusara Ha BJIC EN
14562:2006.

3as. cexnus JJI:
.

H3BHpIIAI H3NHTBAHETO:
/M.




