APTE.AIOK EOOQO
arte.doc

2 IS0 9001 - 1SO 14001
?H ¥ BUREAU VERITAS
Certification
La Cerificall m

Translation Agency

Translation from Bulgarian language

MINISTRY OF HEALTH
NATIONAL CENTRE

OF INFECTIOUS AND PARASITIC
DISEASES

COORDINATING COMPETENT BODY OF THE
EUROPEAN CENTRE FOR DISEASE CONTROL

BULGARIA, 1504 Sofia, 26 Yanko Sakazov Blvd.
DIRECTOR: +359 2 944 28 75; director@@ncipd.org
TELEPHONE EXCHANGE: +359 2 944 69 99
FAX: +359 2 943 30 75

[Logo of the National Centre of Infectious and Parasitic Diseases, Founded 1881]
www.ncipd.org

PROTOCOL

from test No. 28/03.10.2022

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 conditions
Test method: BDS (B/[C) EN 13727:2012+A42:2015 Chemical disinfectants and antiseptics.
Quantitative test of suspension for estimating bactericidal effects for medicinal purposes. Test
methods and requirements (stage 2, step 1).
Test period: 26.09.2022 — 28.09.2022
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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

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

Incubation temperature: 36°C — 48 hours

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:

Staphylococcus aureus ATCC 6538

Pseudomonas aeruginosa ATCC 15442

Enterococcus hirae ATCC 10541

Escherichia coli ATCC 10536

Density of the tested suspension: 1.5x10® CFU/ml to 5x10° CFU/ml

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 minutes exposure time.

The effectiveness of the disinfectant was assessed based on the requirements provided in
BDS EN 13727:2012+A2:2015, namely:
Bactericidal action is considered effective when there is reduction in the number of viable
cells greater than 5 Ig (IgR>5).
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 Slg

reduction;
- there is no visible precipitation during the test procedure.

5. Test results®:

Test Initial density of | Number of Number of | Reduction (Ig | Dilution and
micro tested viable viable R) in the contact time
organisms suspensions cells/ml at cells/ml at number of (exposure)
CFU/ml | 1gN the the end of viable cells:
beginning of exposure lgR=Ny—
exposure (g Na) lg Na
No=N/10
S. aureus 2.75x10° | 8.44 7.44 <2.15 >5.29 0.1%
30 minutes
clean
onditions
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<2.15 >5.29 0.25%
30 minutes;
clean
conditions

<2.15 >5.29 0.5%
30 minutes;
clean
conditions

P. 3.9x10° | 8.59 7.59 >3.52 <4.07 0.1%
aeruginosa 30 minutes
clean
conditions

<2.15 >5.44 0.25%
30 minutes;
clean
conditions

<2.15 >5.44 0.5%

30 minutes;
clean

conditions

E. hirae 2.29x10° | 8.36 7.36 3.02 4.34 0.1%
30 minutes
clean
conditions

2.19 5.17 0.25%
30 minutes;
clean
conditions

2:15 >5.21 0.5%

30 minutes;
clean

conditions

E. coli 1.88x10° | 8.27 727 <2.15 >5.12 0.1%
30 minutes
clean
conditions

<2.15 >5.12 0.25%
30 minutes;
clean
conditions

<215 >5.12 0.5%

30 minutes;
clean

conditions

*Full description of the obtained results can be found in the attached Appendix to Protocol
No. 28/03.10.2022 ————
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6. Conclusion:
With respect to the product being tested:

Oxisept
the bactericidal concentration for disinfection of surfaces determined according to the
requirements in BDS EN 13727:2012+A2:2015 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
/chief assistant M. Nikolova PhD/ Deratisation Department: [sgd. illegibly]
/Sv. Yordanova/ [sgd. Illegibly] /Nadya Ivanova-Aleksandrova/

Appendix to PROTOCOL No. 28/03.10.2022
BDS EN 13727:2012+A2:2015

Test results

BDS EN 13727:2012+A2:2015 Chemical disinfectants and antiseptics. Quantitative test of
suspension for estimating bactericidal 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: Staphylococcus aureus ATCC Incubation temperature: 36°C

6538

Validation and controls

Validating Test conditions Neutraliser controls | Method validation
suspension (Nyy) controls (A) (B) (©)
Concentration: 0.5%

Vel| 72 | X=79 [Vel| 89 | X=91 |Vel| 76 | X=805 |Vel| 84 | X=905

Ve2 | 86 Ve2 | 93 Ve2 | 85 Ve2 | 97

30<X N,(<160? X A>0.5 x X Nyp? XB>0.5x X Ny? (X C>0.5xXNy?

Xl Yes OO No Xl Yes OO0 No Xl Yes O0 No Xl Yes OO No
Validating Vel=79 [Ve2=102 [X=90.5 130<X Nvs/10001687 2 o~
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| suspension (Nyg) | | | |X] Yes 00 No

Test Test N | Vel | Ve2 [Xwm=275x10°%IgN=_8.44
suspension |suspension| 10° | 265 283 |Np=N/10; IgNy =7.44
and test (Nand Ng) | 107 27 31 |7.17<IgNy<7.70? [X] Yes O No

Concentratio | Dilution Vel | Ve2| Na=(Xor X |IgNa IgR Contact
n step wm x 10) (IgNy=7.44) time
0.1% 10° <14 | <14 <140 <2.15 >5.29 30 minutes
0.25% 10° <14 [<14 <140 <2.15 >5.29 30 minutes
0.5% 10 <14 | <14 <140 <2.15 >5.29 30 minutes

Appendix to PROTOCOL No. 28/03.10.2022
BDS EN 13727:2012+A2:2015

Test results

BDS EN 13727:2012+A42:2015 Chemical disinfectants and antiseptics. Quantitative test of
suspension for estimating bactericidal 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: Pseudomonas aeruginosa ATCC 15442 Incubation temperature: 36°C

Validation and controls

Validating Test conditions Neutraliser controls | Method validation
suspension (Nyg) controls (A) (B) (§))
Concentration: 0.5%

Vel | 81 X=87 |[Vel| 8 | X=92 |[Vel]| 85 X=89 [Vel| 76 | X=81.5

Ve2 | 93 Ve2 | 98 Ve2 | 93 VYe2 | 87

30<X N,<160? X A>0.5 x X Nyg? X B >0.5x X Ny? XC=0.5x X Ny?
Xl Yes OO0 No Xl Yes OO No Xl Yes OO0 No Xl Yes OO No
Validating Vel=82 |[Ve2=89 |X=85.5 30<X Nvp/1000<160?
suspension (Nyg) Yes O No
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Test Test N Vel | Ve2 [X wm=390x 10°% IgN = 8.59
suspension | suspension 10° | >330| >330 |[Ng= N/10; IgNg = 7.59
andtest |(NandNg)| 107 37 41 |7.17<IgN¢<7.70? X] Yes O No

Concentratio | Dilution Vel | Ve2 | Na=(X or X | IgNa IgR Contact
n step wm x 10) (IgNy=7.59) time
0.1% 10° >330 | >330 >3300 |>3.52 <4.07 30 minutes
0.25% 10° <14 | <14 <140 <2.15 >5.44 30 minutes
0.5% 10" <14 | <14 <140 <2.15 >5.44 30 minutes

Appendix to PROTOCOL No. 28/03.10.2022
BDS EN 13727:2012+A2:2015

Test results

BDS EN 13727:2012+A42:2015 Chemical disinfectants and antiseptics. Quantitative test of
suspension for estimating bactericidal 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: Enterococcus hirae ATCC 10541 Incubation temperature: 36°C

Validation and controls

Validating Test conditions Neutraliser controls | Method validation

suspension (Nyp) controls (A) (B) (©)
Concentration: 0.5%

Vel | 75 X=84 |Vel| 83 | X=855 [Vel| 67 | X=745 Vel | 81 X =88

Ye2 | 93 Ve2 | 88 Ve2 | 82 VYe2 | 95

30<X N,<160? X A>0.5 x X N,y? X B>0.5x X N,y? XC=>05xXNy?
Xl Yes OO0 No Xl Yes 0 No X1 Yes [0 No Xl Yes 0 No
Validating Vel=74 |Ve2=90 |X=282 30<X Nyp/1000<160?
suspension (Nyg) Yes ONo _~Ceansio
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Test Test N Vel Ve2 [ X wm=229x 106; IgN = 8.36
suspension |suspension | 10° | 212 | 244 |Ny=N/10; IgN; =7.36
and test (Nand Ny) | 10~ 23 25 |7.17<IgNy<7.70? [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° 102 | 106 1040 3.02 4.34 30 minutes
0.25% 10° 16 | 15 155 2.19 5.17 30 minutes
0.5% 10° <14 | <14 <140 <2.15 >5.21 30 minutes

Appendix to PROTOCOL No. 28/03.10.2022
BDS EN 13727:2012+A2:2015

Test results

BDS EN 13727:2012+A2:2015 Chemical disinfectants and antiseptics. Quantitative test of
suspension for estimating bactericidal 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
of 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 (Iml/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: Escherichia coli ATCC 10536 Incubation temperature: 36°C

Validation and controls

Validating Test conditions Neutraliser controls | Method validation
suspension (Nyg) controls (A) (B) ©)

Concentration: 0.5%

Vel | 66 X=72 |[Vel| 69 | X=73 |Vel| 58 | X=63.5 |Vel| 71 | X=745

Ve2 | 78 Ve2 | 77 Ve2 | 69 Ve2 | 78

30=<X N,o<160? X A>0.5x X Ny¢? X B>0.5x X Ny? XC=20.5x X Nyp?

Xl Yes 0 No Xl Yes (0 No Xl Yes O0 No Xl Yes O0 No

Validating Vel=63 |Ve2=75 |X=69 30<X Nyg/1000<160?

suspension (Nyg) Yes O No - trans;
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Test Test N Vel Ve2 | Xwm=188 x ]Of’; IgN =8.27
suspension | suspension 1" 178 194 [Np=N/10; IgNy = 7.27
and test (Nand Ng) | 107 19 22 | 7.17<IgN<7.70? [X] Yes [1 No

Concentratio | Dilution Vel | Ve2| Na=(Xor X | IgNa IgR Contact
n step wm x 10) (IgNe=7.27) time
0.1% 10 <14 | <14 <140 =) 15 >5.12 30 minutes
0.25% 10° <14 | <14 <140 <2.15 >5.12 30 minutes
0.5% 10° <14 [<14 <140 2.5 >5.12 30 minutes
Test performed by: [sgd. illegibly] Test date: 26.09.2022

/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. 28/03.10.2022 and Appendix”,
said translation consisting of 8 (eight) page(s), is true and correc

Translator: Petar Petrov Galabov

& ~— .;
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MINISTRY OF HEALTH

NATIONAL CENTRE

OF INFECTIOUS AND PARASITIC
DISEASES

MHHICTEPCTBO HA YIPABEOTIABAHETO
HALUOHAJIEH HEHTBP

[10 3APA3HHU U IIAPASUTHH
BOJIECTH

ROOPAHITHPALLA KOMIETEHTHA HICTHTY LHA
HA EBPOIERCKI IIEHTBP 110 KOHTPOJ HA
BOJAECTITE

COORDINATING COMPETENT BODY OF ECIX

BULGARIA, 1504 Sofia, 26 Yanko Sakazov Bivd.
QTR AR a g DIRECTOR: #3392 944 28 75 durectoraneipd.ore
TELEPHONE EXCHANGE: +359 2 944 6999

FAX: +35920943 30 75

Codun 1504, bya Huwo Caxwios 26 .
JIMPEKTOP: 02/ 944 28 73 directorancipd urg “"V“"-HCIDd-Ul’ﬂ
HEHTPAJTA: (02/ 944 69 99
DAKC: 02/ 943 30 75

ITPOTOKOJI

Ot m3nurBane Ne 28/03.10.2022 1.

JIABOPATOPHA 110 JJE3HHOEKIHA, CTEPH/TH3ALIHA H BHOHHHKATOPH

1. 3agBuTE]N HA H3MHTBAHETO:
“KUBAC” OO0

yi1. “Acen Mopnanos” 14

rp. Codus

2. llpoayKr 3a H3nMTBAHE;

Haumenopaunue: ,, Oxcucenm”

[Mpomzsoauren: ,JKMIBAC™ O0]]

JaTta na nosyuasane na npodara: 01.09.2022 r.

Yenosus Ha cbXpanenue: B TpaHCropTHA OMAaKOBKa Ha IIPOM3BO/IMTENS [IPH CTafiHa TeMIIepaTypa
Benwmen BuA Ha npoaykTa: beiy, Maiku rpanynu (npaxoodpase)

AKTHBHH BEIIECTBA (10 OAHHU Ha 3dA6UMes):

Sodium percarbonate — 30-50 %:;

TAED - 15-25 %

3. VeanoBus na Mv3nurBape;

Meron na wsnmrBane: 5/[C EN 13727:2012+A42:2015 Xumuunu Oe3uneghexmanmu u anmucenmuiii.

Koauuecmseno CYCHEHIUOHNO Uznumedue 3d OYeHAGUHE HU E’}UK.’?'!EPHMHUHO oelicmeue 6 0OOXACMIMNG Ha

meduyunama. Memoo 3a usnumeane u uzuckeanua (hasa 2, emonka 1)
Ilepuoa Ha wznurBane: 26.09.2022 r. — 28.09.2022 r.
Temneparypa na usnursane: 20°C

l"lpo,uylrmﬁa TECT-KOHUeHTPa A I—IPOHYI(TBT € H3IHTaH 1101 (l)OpMElTEl Ha BOJHH paGOTHH

pa3tBopu B koHUeHTpauus 0.1%:; 0.25% u 0.5% (v/v)

Paspeanres 3a M3roTBsine Ha padOTHHTE Pa3TBOPH: TBLP/IA BO/IaA
KonrakrHo Bpeme (excnosuums): 30 MUHYTH

Ipouenypa na 6poene: Meros Ha pazmmsane 2 X (1ml/nerpu)
Temneparypa na unkyoupane: 36° C — 48 vaca

Metron na neyrpanmzauus: Pazpexiane — HeyTpanu3auus

B wwsno s -}l‘rf, . aogowar T the nuve of wlene - foe e fuwur bl

o
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BoLHIIeH B HA CYCHEHCHATA 1O ppeMe Ha mnuTeanero: He ce Haboapa MpelHIuTalle 1
yTagBane

W3mo/3BaH HEYTPAIM3aTop: CrepuJieH, CTaH1apTH3HPai Gyepupat pasTBOp, CHABPIHKALL HATPUEB
tuocyndar, nosucop6at 80 u JIEUUTHH

Jlonb/IHUTETHO paroBapsane: Hucko OpranHito garosapsane - 0.3 g/l roBeXIH anbyMuH (4ucmu
yCn06Ust)

M3nuTBaHu TeCT-IaMoBe:

Staphylococcus aureus ATCC 6538

Pseudomonas aeruginosa ATCC 15442

Enterococcus hirae ATCC 10541

Escherichia coli ATCC 10536

[BbeToTA HA TECT-CY CIeHCHMTE: 1.5 x 10% xoe/ml 10 5 X 10® koe/ml

4. OuensiBane Ha eheKTHBHOCTTA H pepuduuHpane Ha pesyJaraTHre:

JlesundeKTauTsT ¢ M3MUTAH HOA dopmaTa Ha BOAHH pa0oTHH Pa3sTBOPH B xormentpamst 0.1%0;
0.25% u 0.5% (v/v), lipx BpeME Ha pp3aeicTBHe 30 MUHYTH.

EdjexTHBHOCTTA HA nesuHdexTaHTa € OUEHEHA criopel HM3HCKBAHMATA  HA BJIC EN
13727:2012+A2:2015, ¢hI1acHO KOMTO:

3a mocTHrHATa 0aKTepHUHIAHA AKTHBHOCT Ce mpHeMa pelyKIus B fposi HA JKu3HEcnocodHuTe
KIETKH He M0-MAJIKa 0T 3 lg (1gR=5).

3a pepuHIHEpPanHe HA PE3yITATA €€ npuemMa H3NbJIHEHHETO HA caeHHTE KPHTepHH:

- BeHYKH KOHTPOJIH H BaJTHIHPAHus €2 H30LJAHEHH H 0TTOBAPSAT Ha H3HCKBAHHATA]

- HAM-MAJKO eaHA OT H3NHTAHHUTC KOMIEHTPAIMH Ha NPOAYKTA [I0KA3Ba MO-MAJIKO OT 5 1g
pexyKuHs;

- me ce HA0JHAABA NpPeLITATALMS 10 BpeMe Ha TeCT-IPonexypaTa.

5. Pesy/iTaTi 0T H3IUTBAH ero®:

# i exyiims (1g R) B
Hauaixa recToTa Ha Bpa 5 bpo# " Peny E:l (g R)
JKI3HECnoco0HN | KH3HECNIOCOLHA 05 HA
TecT-CyCreHCHHTE P Paspexcaane v
Tect- knetkw/ml B xneTk/ml B JKM3HECTOCODHUTE
KOHTAKTHO BpemMe
MUKPOOPTaHN3MH HayaloTo Ha Kpas Ha KJIETKH:
(excnosuius)
eKCTIO3MLMATA | EKCrO3HUMATA lgR=1gNo-lg
No = N/10 (lg Na)

0.1%
30 sy,
yucmu ycnosua

0.25%
30 munymiy;
yuemu yeaosus
0.5%
30 munymi;
yiCmu yeiosua
0.1%

30 munymu,
yycmu yenosua
0.25%

30 sy,
wucmi YeAosua
0.5%

30 sunymu;
yuCniy yeioeua

<215

S. aureus <2.15

>3.52

P. aeruginosa

(Bummmuwm-;pﬁmmmrw' g..ﬂgma(m-fwﬂuhmbnﬁf

]
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0.1%
3.02 4.34 30 munymu,

YHCIH VETO6UA

. 0.25%
E. hirae 229x 108 8.36 7.36 2.19 L1 By | 30 vunymu,

HHCTH VCTOEHA

! 0.5%
<215 >:821 30 vy,
HHCMU VETO61A

| 0.1%
| <2:15 | >5.12 | 30 sy,

YHCmH YClostiol

(.25%
30 viunymu;

E. coli 1.88 x 108 | 8.27 7.2 <2.15 :
' ] i

=5, 12

30 sviurymu;

|

|

| s

| 0.5%
|

| YuCcmit Y. Hlfal‘b‘f

1
|
’IHLNIH 1.{. }rrr WA ‘

il _'

T o onucanne na ROAYYEHUNE PE3VTNAMI ¢ NPedcnaseno 8 Hpu 1oxcenue kvm Hpomoroa Ne 28/03. 10, 2022 ..

6. 3aRroueHHeE:
3a M3NUTAHHAT OPOIYKT:
“Orcucenm*™
DAKTEPHIMAHATA KOHUEHTPAUHS 33 Ae3MHPEKUHS HA (OBbPXHOCTH, ONpele/ieHa ChbIIACHO
usncxksanusTa Ha BJIC EN 13727:2012+A2:2015 npu speme na so3aeiicrsuae 30 munytu, 20°C

H YHCTH YC/IOBHS €:
3aB. cexuusa "' T
/Haus Usanosa-Aine :

0.25 % (v/v)

H3pbpminian H3nureane
/rn. ac. M. HUKOJIOBa, J1.€

/Ce. Mopnanosa/

B weemw sa wgpawe - ryxfpmli san  aoguarrecs! Tt e oiwvwe of sser - for e fusvis beafa! iy
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[Tpunoxenne koM MIPOTOKOJI Ne 28/03.10.2022 r.
BAC EN 13727:2012+A2:2015
PesyaraTi oT H3nHTBaHETO

BAC EN 13727:2012+A42:2015 Xumuunu Oesungpexmanmu u anmucenmuyu. Konuuecmeeno
CYCREH3UOHHO U3NUMBAaNe 3d OyeHseane Ha Oaxmepuyuono oelcmeue 6 Meouyunckama oodaacm.
Memoo 3a usnumeane u usuckeanus (haza 2, cmvnka 1).

HaumeHnoBanue Ha NpoayKTa 3a usnurBane: , Oxcucenm”

M3nurana recT-KoHuenTpauns: [IpoayKkTsT e u3nutad 1no GpopMara Ha BOAHU pabOTHH PA3TBOPH B
kouuentpauus 0.1%: 0.25% u 0.5% (v/v)

Paspeanren 3a nsrorssne na paboTHuTe pasrBopH: TBLp/a Boja

Konrakrno speme (excrnosuuus): 30 MUHYTH

Metoa: Paspexnane — HeyTpaguzanus Metoa na pasausane: 2 x (Iml/merpu)
Heyrpaymsarop: Crepunen, cramgaptusupad Oydepupad pastsBop, ChAbPKALL HATPHEB
trocyndar, nosncopdar 80 u reunTHH

Temneparypa na msnureane: 20° C

Honbanureno natopapsane: Hucko oprannyno watosapsane - 0.3 g/l ropeskan andymun (vucnu
YCHoeus)

Tecr-utam: Staphylococcus aureus ATCC 6538 Temneparypa na uakyoupane: 36°C

Baa H/IHpaHe H KOHTPOJIH

Baauaupama Kourtposa na Konrpoana na Baaugupane na
cycnensus (Nvo) eKCIePHMEHTAJIHUTE HeyTpaanszatopa (B) meToaa (C)
caoBuA (A) Konyenmpayusa: 0.5 %
Vel | 72 | _ Vel | 89 | Vel 76 | _ Vel | 84 |
ve2 [ 86 [X=79 ['vea | 93 |X=9I Ve2 [ 85 | X=805 [ve2 | 97 [X=905
30 <X Nvo<160? | X A>0.5x X Nvo? X B>0.5x X Nvo? X C20.5 x X Nvo?
Xaa oOwe |Kaa O wue Xaa O wue Kaa 0 wue
[
Baguaupama ' Ny i ey ;
eyenetican (Nva)y | ) | Ye2 | K=90.3 30 <X Nyp/1000 <1607 [ aa O ue
179 | 102
N Vel Ve2 =
Tecr cycmencud u Teer > - — X wm =275 x 10% IgN = 8.44
Tect cycnencnsn | 10° | 265 283 | Ng=N/10; 1gNo = 7.44
(NuNop: [ 05 57 31 | 717<1gNe£7.70? K na owe
1
| |
CTbnka Ha i . e O | e IgR KontakTHO
Konuentpauus ——— Vel Ve2 Na\;n(fi 1:[;;1 X| IgNa (IgNo=7.44) Bpeme
|
0.1 % 10" | < 14 <14 < 140 <2.15 >5.29 30 MUHYTH
0.25 % 10° | < 14 <14 <140 <2.15 >5.29 30 MHHYTH
I
0.5 % 10 | <14 | <M | <140 <2.15 >5.29 30 MumyTH

Q‘}ummw-aﬂ.gﬁpﬂwmw’
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[IpunoxeHne KbM [MIPOTOKOJI Ne 28/03.10.2022 1.
BJC EN 13727:2012+A2:2015

Pesy/ITaTH OT H3NHUTBAHETO

BIIC EN 13727:2012+A2:2015 Xumuunu desungpexmanmu U anmucenmuyy. Konuyecmeeno
CYCneH3UOKHO u3numeane 3d oyensigane Ha GaxkmepuyuoHo oOeticmeue 6 MeduyuHcKkama obaacm.
Memo0 3a usnumeane u USUCKEAnus (cpasa 2, cmonrd 1).

HauMeHoBAHME HA NPOAYKTA 34 wsnuTeane: , Okcucenm’”

M3nuTaHa TecT-KOHLeHTPAIH: [TpoyKTBT € H3MATaH IO (opmara Ha BOJHH pabOoTHU pasTBOPH B
xonnentpanus 0. 1%; 0.25% n 0.5% (v/v)

PaspendTe 32 H3ITOTBAHE HA paGorHaTe PA3TBOPH: Teopaa Bola

KoHTAKTHO BpeME (excro3umust): 30 MUHYTH

Meroa: Paspexkiane — HeyTpalu3allii MeToa Ha pasanuBaHe: 2 X (1ml/netps)
Heyrpajau3zarop: Crepusied, CTaHIAPTH3HPAH Oy(epupan pasTBOP, ChIBpIKAIL HATPHEB
THoCy (AT, NoIMcOpOaT 80 1 JICIUTHH

TemnepaTypa Ha H3MUTBAHE: 20°C

JIONmbIHHTEHO HATOBAPBAHC: Hucko OpraHuuHO HATOBApBAHE - 0.3 g/l roexau andyMHuH (vucmu
YCA06U)

Tecr-wam: Pseudomonas aeruginosa ATCC 15442 TemnepaTypa Ha HHKYyOupane: 36°C

Baauupane d KOHTPOJIH

Banuaupaua KonTpoJa Ha KouTpoJa Ha BaampupaHe Ha
cycnensus (Nvo) eKCIepHMEHTATHUTE HeyTpaJau3aTopa (B) mertona (C)
yenosus (A) Konyenmpayua: 0.5 %

X =815

X A>0.5x X Nvo? X B> 0.5 x X Nvo?
KMaa oCwue Kna 0O wme

Baauaupama

cycrneHcHs (NvB) Yel Ve2 | X=855

30 < X Nve/1000 <1607 K ma O me
g2 |89

TeeT cycmeHCHS H

Tecr X wm = 390 x 10% 1gN = 8.59
TeCT cycnescusi No = N/10; lgNo =7.59
(N u No): 717<1gNo<7.70? [na oue

CrhnKa HA
paspekaane

Na =—(X wn X
wm x 10)

KonuentTpanus

o vrment - uh OpSpoemo e wopanna! ’Jnﬂzmdm'l""“'m‘m 2/4



[punoxenne koM MIPOTOKOJI Ne 28/03.10.2022 r.

BJAC EN 13727:2012+A2:2015
PesyaraTa ot nznurBanero

BIC EN 13727:2012+A42:2015 Xumuunu Oesungpexmanmu u anmucenmuyu. Koauuecmeeno
CYCREHZUONHO UZAUMEUHE 3a Oyensi6ane HA OaKmepuyuoHo Oeticmeue 6 MeOUYUHCKama 0oaacm.
Memoo 3a uznumeane u u3UCKEAH LS (hasa 2, cmvnra 1).

HaumenoBanune Ha npoaykTa 3a msnursane: , Oxcucenm

Hsnmrana TecT-KoHuenTpauus: [IpoAyKTHT € u3nuTan noj Gpopmara Ha BOAHH paboTHH pasTBOpH B
koHuenrpanus 0.1%; 0.25% u 0.5% (v/v)

Paspeanren 3a usrorssne na paboruure pasteopu: 18Lpia Bo/1a

KonrakTio Bpeme (excnosnuns): 30 MunyTH

Meroa: Pazpexnane — neyrpanusanus MeTtoa na pasansane: 2 x (1ml/nerpu)
Heyrpamusatop: Crepunen. cranaptusupan Oydepupad pasTBOp, ChIbPIKALL HaTpUeB
Trocyndar, nojaucopdar 80 H JeuHTHH

Temnepatypa na msmarsane: 20° C

JonbanuTenno natopapsane: Hucko opranuuno Hatosapgane - 0.3 o/l roBeskan andymus (vucmu
VCIA06Us)

Tect-wam: Enterococcus hirae ATCC 10541 Temneparypa Ha nukyoupane: 36°C

Ba.lmmipane H KOHTPOJIH

Banugupauma Konrpoua na Konrpo.a na Bammnpane na
cycnensus (Nvo) eKCIePUMEeHTATHHTE HeyTpajauzatopa (B) metoxa (C)
yeiaopus (A) : Kounyenmpayus: (.3 %
Vel | 75 | _ Vel | 83 | Vel |67 Vel | 81 |
ve2 [ 93 |X=84 ["ve2 | 88 |X=855[ ve2 |82 |X=745 [Ve2 | 95 | X=88
30 <X Nvo <160? X A>0.5 x X Nvo? X B >0.5 x X Nv¢? | X C>0.5x X Nvo?
aa [ He ,Elil O He @ aa O He Lla [J He
Banupupama = -
: X=82 v 2 ,
ek Ny ;fjl ;/(;:2 30 <X Nyp/1000 <1602 [N aa O He
N Vel Ve2 =
Leer evenenon Tecr — X wm =229 x 10% IgN = 8.36
oy cyenmencun | 107 | 212 244 | Ny = N/10; lgNo = 7.36
(N 1 No): 107 ' 23 25 7.17<1gNo £7.70? aa OHe
. i Crbnka Ha . = = ) IgR Kourakrno
Konuenrpauns SR Vel Ve2 Na‘:ng)i 1;‘;;1 X| IgNa (I2N0=7.36) | A
0.1 % 10" 102 106 1040 3.02 4.34 30 MHHYTH
0.25% 10° 16 15 | 155 2.19 847 30 MUHYTH
0.5 % 10° f <14 ‘ <14 | <140 <2.15 >5.21 30 MHHYTH |
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IMpunoxenue koM [IPOTOKOJI Ne 28/03.10.2022 r.
BJIC EN 13727:2012+A2:2015

Pe3yaraTn 0T H3NMUTBAHETO

BAC EN 13727:2012+A2:2015 Xumu4nu Oesungpexmanmu u  auwmucenmuyu. Konuuecmseno
CYCREH3UOHHO U3NUMBAHE 3d OYeHseane Ha Gakmepuyuono Oetlicmeue 6 Meouyunckama obnacm.
Memo0 3a usnumeane u usuckeéanus (pasa 2, cmvnxa 1).

HauMeHnoBaHUe HA NPOAYKTA 34 usnuTBane: ,, Oxcucenm”

H3niTana TecT-KOHeHTpanus: [IpOAyKTET e H3nuTaH 110/ GopMaTa Ha BOAHH paboTHH Pa3TBOPH B
konuentpanus 0.1%; 0.25% u 0.5% (v/v)

PaszpeauTel1 3a H3rOTBAHE HA paGoTHHTe pasTBOpH: TBLpAA BOJA

KouraxTro Bpeme (excrosumms): 30 MEHYTH

Metoa: Paspexnane — HeyTpanusaluus Meropa Ha pasausane: 2 X (1ml/metpu)
Heyrpammsatop: CrepuwicH, CTaHAapTH3HpPaH Gydepupan pasTBOp, CHJBPIKALL HATPHEB
trocynbar, monucopdat 80 u JIELHTHH

TemmnepaTypa na m3nursane: 20° C

Jlonb/IHUTENHO HATOBAapBaHe: HUCKO OpraHHYHO HATOBapBaHe - 0.3 g/l rosexau anbymus (4ucmu
YCR0BUA)

Tecr-mam: Escherichia coli ATCC 10536 TemmnepaTypa Ha nHKydupane: 36°C

Bajmaupane u KOHTPOJIH

Bamuaupama KonrpoJa Ha Konrpona Ha Banuaupane Ha |
cycnensus (Nvo) eKCcIepuMeHTATHHTE neyrpanusartopa (B) meroaa (C)
yeaosus (A) Konyenmpayus: 0.5 %
Vel | 66 | _ Vel 69 | _ Vel 58 | _ Vel | 71 | _
vez | 78 |X=72 [ve2 | 77 |X=73 Va2 | 69 | X=63.5 [Ve2 [ 78 | X=745
30 <X Nvo<160? | X A>0.5x X Nvo? X B >0.5 x X Nvo? X C>0.5x X Nvo?
Xma Ome Kna ©mne Kaa omne Kna oOmne
Bamuaupama e =
cycenencus (Nve) ;7331 ;7;2 X=69 30 <X Nyp/1000 < 1602 [ aa O me
| [ N | Vel | Ve2
Tecr cY?“f““““ H |  Teer > X wm = 188 x 10% 1gN = 8.27
Tect cycnencus | 10 178 194 | No=N/10; 1gNo = 7.27
(N 1 No): 107 19 29 7.17< 1gNo < 7.707 ﬂa OHe
]
" CTbIKA HA = = IgNa IgR KoutakrHo
Konnenrpaunst paspesaane Vel Ve2 Na\;:[})i I;.g;: X (IgNe=7.27) Bpeme
0.1 % 10° <14 | <14 <140 <2.15 >5,12 30 MUHYTH
0.25 % 10° <14 | <14 <140 <2.15 >5.12 30 MuHYTH
0.5 % 10° <14 <14 < 140 <2.15 =502 30 MHHYTH

M3BbpLUKIN H3IHTBAHETO! JlaTa Ha n3nuTBaHeTo: 26.09.2022 .
/rn. ac. M. b

/Cs. ﬁopnaﬂoa'
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