Translation from Bulgarian
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PROTOCOL

No. 19/18.12.2015
LABORATORY “DISINFECTION, STERILIZATION AND BIOINDICATORS”

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

2. The test is assigned by:
Zhivas L.td,

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

3. Test method:

BDS EN 14561:2006 Chemical disinfectants and antiseptics - Quantitative carrier test for
the evaluation of bactericidal activity for instruments used in the medical area. Test method
and requirements (phase 2, step 2.)

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

S.Test-strains used:

Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442

6. Density of the initial test suspension:
Density of bacterial suspension 1,5x10° 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 carried out according to BDS EN 14561:2006 for the
evaluation of bactericidal 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 14561:2006, according
to which:

« - Dbactericidal activity is achieved, when the reduction of the vital bacterial cells
is>51lg.
10. Test results
Reduction of the
Initial density of number of vital cells
Test test - suspension Cmtltr:l of Vital cells after (IgR) at t.ested
microorganisms suspt:esn;ion disinfection concentration and
exposition
(g Nw) (Ig Na) p
CFU/ml | LgN 2.0 % 10 minutes
' S. aureus 1.9x10°| 927 7.18 2315 | >5.03
E. hirae 2.9x10° |  9.47 7.24 <715 >5.09
P. aeruginosa 3.2x10° [ 9.51 7.26 38 fol >5.11

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 strains (>5lg) according to the requirements of BDS EN14561:2006 is
achieved.

Test performed by: Head of laboratory “DSB™:
/M. Nikolova/ _ /S. Grueva/
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ITPOTOKOJI

Ot m3nutBane Ne 19/18.12.2015 r.

JIABOPATOPHA 110 JIE3HHOEKIHA, CTEPHIIU3ALIHA H BHOHH/IHKATOPH

1. HaumeHnoBanue Ha Je3HH(EKIIHOHHHS NPENAPAT 32 H3NHUTBAHE:
“Oxcucent”

2. 3asiBUTE] HA H3NUTBAHETO:
“JKUBAC” OO

6yi1. “Acen Mopnanos” Ne 14
Oduc crpana ,,Xumarex”

rp. Codus

3. Meroa Ha U3NUTBaHe:

BJ/[C EN 14561:2006 Xumuunu oOe3ungpexmanmu u anmucenmuyu. Konuuecmeeno usnumeane c
Hocumen 3a OyeHA6ane HA bakmepuyuoHo Oelicmeue Npu UHCMPYMEHMU, U3NOJ36AHU 6 XYyMAHHAmA
meouyuna. Memoo 3a usnumeane u uzuckéanus (¢asa 2, cmonxa 2).

4. AKTHBHH BeIecTBA (10 OAHHU HA 3A56UMEJIs):
ITeponerna xucenuna — 1000 ppm (B 2 % pa3tBop) popmupana “in situ” ot HaTpHeB mepkapOOHAT U
TAEQ.

S. M3non3BaHu TecT-IMaMoOBe:
Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442

6. I'bcTOoTa HA TeCT-CyCNIEHCHHUTE:
I'scroTa Ha Gaktepuanuute cycrnencun — 1,5x10° koe/ml go 5x10° koe/ml

7. laTa Ha NOJlyYaBaHe HA Bb3JIaraTeJIHOTO IIHCMO:
15.12.2015 r.

8. /lata Ha M3BbPIIBAHE HA H3NIHTBAHETO:
16.12.2015 r.— 18.12.2015 .



9. Onucanue HA H3NMATBAHETO:

Mukpo6uosiornaHaTa excneptusa € u3pbpmeHa ceriaacHo BJIC EN 14561:2006 3a oueHka Ha
OakTepHLMIOHO JCHCTBHE HAa XHUMHYHHM [e3MHGEKTAaHTH M AHTHCENTHLH BBPXY HHCTPYMEHTH,
H3MOJI3BAHH B XyMaHHaTa MCIMIKHA.

BHOLMIBT € M3NMTaH Kato paboTeH pa3TBop B KoHueHTpauus 2.0%, npu BpeMe Ha BB3JAEHUCTBHE OT
10MuHYTH.
TecThbT € IPOBEJCH B YCIIOBUATA Ha 6enThuHO HatoBapeaHe — 0,3 g/l ropexan anGymus.
EdextuBHocTTa Ha He3uH(pekraHTa e oueHeHa cropen u3uckBanuara Ha BJIC EN 14561:2006,
CHINaCHO KOMUTO:

3a OaKTepHLUIHA aKTUBHOCT CE IpueMa penyKuus B 6pos Ha xu3HecrnocobHuTe OaKTepuaiHu
KineTkH > 5 g, :

10. Pe3yaraTu OT H3MUTBAHETO!

Hayanna recrora Ha | Konrpona Ha | XKusnecnoco6Hu | Penmykims B 6pos Ha

TECT- CYCIIEHCUUTE TeCT- KJIETKH CIeJT KH3HECIIOCOOHHTE
CYCIIEHCUMTE | JAe3WH(EKIUs kietk (Ig R) mpu
Tect- (Ig Nw) (Ig Na) M3MHUTBaHA
MUKPOOPTaHU3MHU KOHLIEHTpALKs 1
I i
o -
Koe/ml lg N 2.0% - 10 mayTH
S. aureus | 1.9x10” 9.27 7.18 <215 >5.03
E. hirae 1 29x10° | 947 | 724 =313 >5.09
P. aeruginosa | 3.2x10° 9.51 7.26 <215 >5.11

11. 3axmoueHue:
[TpoBeicHUTE MHMKPOOMOJIOrMYHM M3IMTBAHMS Ha NpefocraBeHara npoba or Guonmma “Oxcucent”
I0Ka3BaT, Y€ B KOHHEHTpauusa Ha paboTuus pa3TtBop 2.0 % u ekcno3unust 10 MuHyTH ce mocTura

HeoOXoaMUMaTa peayKiys Ha TecT-IamoBeTe (> 5 1g), ChriacHO U3HCKBAaHUATA Ha
BJIC EN 14561:2006.

M3Bbpmiua H3NHTBAHET
M.

3ag. cexnusa JJUT:
Gy




