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EXAMINATION REPORT

Ne 924/23.07.2012
a. Product identification
Product name: OXISEPT
Batch number: 38
Valid until: 03.2013
Active substances and concentrates: Sodium perborate 50 %

taed 25 %

Manufacturer: SC BORERO COMSERYV LTD

Storage conditions:

Diluter recommended by manufacturer:
Number of Analysis Order /date:

Date of receipt of product:

6. Testing method

Testing method:
Neutralizer;

6. Experimental conditions

Testing period:

Diluter of the product used during testing:

Product concentrates:

External form of product:
Contact time:

(SC BORERO COMSERYV SRL)
1 Carpenului Str., Brasov
Areas protected from direct sunlight

119/16.05.2012
17.05.2012

Dilution-neutralization
L cysteine 1.5 %

30.05.2012 - 13.07.2012

Hard water

2 % (required dilution)

I %, 3 % (dilution selected by the
laboratory)

Green powder

t=10min+ 10¢, 15min£ 10 ¢

fym. “An. Cmambonuticku” Ne 87, men.; 02/ 9806 052/1635, dharc: 02/ 9807 5§92

6y, “Kuseuns Mapun Jhyusa" Ne 51, men.: 02/ 9806 052/179, ghaxe: 02/ 9807 8§92

6ya. “Bacun Jlescku " Ne 68, men.: 02/ 9806 052/160, ghaxc: 02/ 9807 §92

Teo Munea - yn. "Anexcandvp Kendos " Ne 6, men.: 02/ 9806 052/178, draxe: 02/ 9807 892
Mnadocm - &ya. , Anexcandvp Manunos® Ne 23, mo6. men.; 0894 79 03 13, ghaxc: 02/ 9807 §92
Jhonu - 6ya. ,, Lapuya Hoanua ™ Ne 70, mo6. men.: 0897 07 04 85, ghaxc: 02/ 9807 892
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Temperature of testing: T+ 1€

Interfering substances: Beef albumin (0.3 g/l)

Temperature of incubation: JFCET°C

Tested strains: Mycobacterium avium ATCC 15769
Mycobacterium terrae ATCC 15755

Method: SR EN 14348:2005 ,,Chemical antiseptics

and disinfectants. Quantity testing of
suspension for evaluation of the micro
bactericide action of the chemical
disinfectants for medical usage, including
disinfectants of tools. Methods of testing
and requirements ” (phase 2, stage 1)”
(PSL-MIC-05)

Analyst: Head of laboratory:
Dumitru Tatiana Biologist Gianina Croc
Signature: illegible Signature: illegible

Stamp: S.C. UNILAB Srl

The present examination report is valid only in its original (photocopying is prohibited). Contains 6 pages.

Examination report Ne 924/23.07.2012
EXAMINATION RESULTS

. Mycobacterium avium

Bacterial N Ve Ve, N=31x10"=1gN=949
suspension No=1g 8.49
(N and No) 8.17<Np<8.70
107 320 | 298
Suspension to Ver | Ve [ M
validate (Nvp)
123 152 137.5 30 < Average Nvp< 160
XYes No

[I. Mycobacterium terrae

‘ Bacterial N Ve Ves N=317x10"=1gN=9.50
; suspension No=1g 8.50
| (NuNo) . 8.17 <Ny <8.70
107 299 | 334
10° 30 34 X Yes No |




Suspension to Ve, | Ve, | M
validate (Nvo) '

[ 100 83 9L5 | 30 < Average Nvo< 160

| XYes No

Examination report Ne 924/23.07.2012

1. Contact time: 10 min
Dilution: 2 %
Dilution selected by the laboratory: 1 %, 3 %
Interfering substances: beef albumin (0.3 g/l)
Temperature: 20 °C
Mycobacterium avium ATTC 15769

'_Feéting of experimental Testing of neutralizer (B) | Validation of method (C)
conditions (A) : -
Ver 188 |M=905 |Ve,  [69 [M=73 | Vg 61 M=66.5 |
Ve, |93 | Vo (77| [V |72
Average A > 0,5 x Average | Average B > 0,5 x Average | Average C> 0,5 x Average
NV@ NV(; NV()
| XYes No XYes No L ~XYes No
Product ‘ Dilution Ve - Vea LgN, [ Reduction
concentration | [ (1gR)
(%) | . 1
1.00 % [ 10" >300 [ >300 |
(107 >300 | >300 6.05 | 2.44
|10 >300  [>300
10” 123 lloo |
12.00 % 10 >300 [ >300
10" 213 {196 [430 4.19
10™ 25 15
10° | <14 <14 |
3.00 % 10 [>300 >300
| 107 116 100 4.03 4.46
10 <14 <14
10° [<14  [<14

2. Requested contact time: 10 min
Dilution: 2 %
Dilution selected by the laboratory: 1 %, 3 %
Interfering substances: beef albumin (0.3 g/l)
Temperature: 20 °C

Mycobacterium terrae ATTC 15755




| Testing of experimental Testing of neutralizer (B) | Validation of method (C)
conditions (A)
Ve, 74 | M =825 Ve 59 M=65 | V¢ 50 M =58
V02 88 VCQ 71 V(.‘Q 66
Average A > 0,5 X Average | Average B> 0,5 x Average | Average C > 0,5 x Average |
Nvg Nvy Nvp
XYes No X Yes No X Yes No
Product Dilution Vey Ve LgN, Reduction
concentration (1gR)
(%)
1.00 % 10° >300 >300
10” >300 >300 5.55 2.95
10 316 329
10~ 33 38
2.00 % 10° >300 >300
107 199 169 4.26 4.24
10 21 15
107 <14 <14
3.00 % 10 >300 >300
10™ 98 78 3.94 4.56
10~ <14 <14
10~ <14 <14
3. Contact time: 15 min
Dilution: 2 %
Dilution selected by the laboratory: 1 %, 3 %
Interfering substances: beef albumin (0.3 g/l)
Temperature: 20 °C
Mycobacterium avium ATTC 15769
Testing of experimental conditions (A) Validation of method (C)
Ve | 70 M =76 Ve, |75 M =170
Ve, 82 | Vea | 65
Average A > 0,5 x Average Nvy Average C > 0,5 x Average Nvp
XYes No XYes No
Product Dilution Vey Ves LgN, Reduction
concentration (1gR)
(%)
1.00 % 10° >300 >300
10” >300 >300 5.78 2.
10 >300 >300
10~ 67 53
2.00 % 10° - >300 >300
10” 43 39 3.61 4.88




] 10* <14 <14

t 107 <14 <14

13.00 % 10° 210 1189
107 117 16 3.22 527
107 <14 <14
107 <14 <14

2. Contact time: 15 min
Dilution: 2 %
Dilution selected by the laboratory: 1 %, 3 %
Interfering substances: beef albumin (0.3 g/l)
Temperature: 20 °C
Mycobacterium terrae ATTC 15755

| Testing of experimental conditions (A) | Validation of method (C)
Ve 105 M=101.5 Ve, |75 M =81
| Ve 98 Ve, | 87
Average A > 0,5 x Average Nvg Average C > 0,5 x Average Nvp
X Yes No XYes No
Product Dilution Ve, Ve, LgN, Reduction
concentration ; (1gR)
(%) | .'

1.00 % 10° >300 >300
10 >300 >300 5.31 3.19
10~ 244 251
10~ 23 18

2.00 % 107 310 FaT
10" 28 30 3.46 5.04
10 <14 <14
10~ <14 <14

3.00 % 10° 182 166
107 15 | <14 3.24 5.25
10~ <14 < 14
107 <14 <14

Examination report Ne 924/23.07.2012

Note:

V.- quantity of colonies, listed on the sign
N — quantity of UFC/ml of the bacterial suspension for testing
Ny — quantity UFC/ml of the bacterial suspension for validation
N, — quantity UFC/ml in the tested mixture
R — decrease of quantity of living cells




INTERPRETATION:
Examination results are located in the tables.

In correspondence with SR EN 14348:2005 the tested product OXISEPT, batch 38,
diluted 2 %, at 10 min and respectively 15 min, at 20 °C in clean conditions (beef
albumin (0.3 g/1)) using the method of dilution-neutralization has decreased the quantity of
living cells of the Mycobacterium avium and Mycobacterium terrae reference strains,
proving a reduction of minimum g 4.

CONCLUSIONS:
In correspondence with SR EN 14348:2005, batch 38 of product OXISEPT - diluted 2 %,
represents mycobactericidal action®* at 10 min and 15 min, at 20 °C under clean
conditions (beef albumin (0.3 g/l)) regarding the Mycobacterium avium and
Mycobacterium terrae reference strains.

e Mycobactericide action — ability of the product to inhibit the growth of
microbacteria under certain conditions.

Note: Examination was performed observing the active European standards.
The present bulletin was issued in 2 (two) copies.

Analyst: Head of laboratory:
Bch. Dumitru Tatiana Biologist Gianina Croc
Signature: illegible Signature: illegible

Stamp: S.C. UNILAB Srl

Date: 02.02.2009
End

I, the undersigned Bojidar Dimitrov Draganov, certify hereby that this is a full, true and
correct translation from Bulgarian into English language of the attached document. The
translation consists of 6 pages.
Translated by:

Bojidar Dimitrov Draganov




1 ldentificarea produsului

FN 3 sxl
Calea Bucurestilor, nr 305, .moz\;i ;‘\16 Otopeni, lifov
CUE RO14159236; J28/3712/2008
Cont RO04 RNCEB 0076 0284 1110 0001 deschis la BCR
tel: 031 z*”’” ()3 Ob; Fax 031 817 36 67

RAPORT DE INCERCARE
Nr. 924 /23.07.2012

\wn;'r‘ produsului:
Numar lot;

Data expirare
Substante-active si conceny

Producator:
Conditii de depoz
Diluant recomang

Numar comanda gnaliza‘data: i a8, 16.05.2012 1
Data primirii ptﬁimuim

Metodea de 1okt
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MSERV SRL
S -zi’b&t!tlhu Nr. f?’?gﬂl 150V
/Orl_ ff(;‘i ite de razele \\%\m

%

de producator:

03,2012

(e

Metoda de test
Neutralizantul

\npulul p mduxuh.u

Timp de

Temperatura de teste :’v;,
Substanie n.miumlu \
Femperatura de incubare

Tulpun test _‘1!1'{'”(}[;(';’”@;)? avim ATCC |
Myeobacig#tum terrae ATCC 15 5_
Metodi SR ENeF1348:2008 “Antiseptice si dezinfectante

o (dilutie solicitata)
3 % (dahml alea»a LE%& laborator)

contact;

qelfimice. Testarea cantitativa a suspensiel pentru
evaluarea activitatii micobuctericide a
dezinfeetantelor chimice de uz medical, inclusiy
a dezinfectantelor pentru instrumentar. Metode
de testare si cerinte (faza 2, etapa 1)
(PSL-MIC-05)

¢ este valabil numai inoriginal (intg
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