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Purpose

The bactericidal and yeasticidal activity of Meliseptol rapid (B. Braun Medical AG, Sempach, Switzerland)
should be evaluated in accordance with the EN 13697 (2015).
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Manufacturer:
Product name:
Batch number:
Sample number:
Storage conditions:
Date of order:

Date of delivery:
Test date:

Basis:

Test organisms:

Test solutions:

Active ingredients in 100 ml:

Odour:
Appearance:
Appearance of dilution:

pH value (pH-meter):

pH value (pH-stripes):

Neutralizer:

Contact time:

Interfering substance:

Test temperature:
Incubation temperature:

Incubation temperature:

Order number: A 16141

Test description

B. Braun Medical AG, Sempach, Switzerland
Meliseptol rapid

15022M02

P 16251

Room temperature

May 02, 2015

May 09, 2015

May 24, 2015 - June 02, 2015

EN 13697 (2015): Chemical disinfectants and antiseptics - Quantitative non-
porous surface fest for the evaluation of bactericidal and/or yeasticidal
activity of chemical disinfectants used in food, industrial, domestic and
institutional areas - Test method and requirements without mechanical

action {phase 2, step 2).

Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442
Escherichia coli ATCC 10536
Candida albicans ATCC 10231

100 %, 50 %, 25 %, 5 %

50 % Propan-1-ol

< 0.25 % Didecyldimethylammoniumchloride
alcoholic

colourless, clear liquid

colourless, clear liquids

25 %: 6.10

100 %: 6.97 5%: 5.97

WH: 5.61
100 %: 5

50 %: 6.68

4 % Tween 80 + 3 % Saponin + 0.4 % Lecithin + 0.5 % SDS
{neutralizer XXIll)

1 min and 5 min, additionally 15 min for C. albicans

0.3 % albumin (dirty conditions)
20+£1°C

30x1°C

36 £ 1°C (bacteria) or 30 +1°C (C. albicans)

Meliseptol rapid - EN 13697 Version 01
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Test Method

Quantitative carrier test - surface disinfection without mechanical action (EN 13697)
Testing was performed in accordance on the European Standard EN 13697 (2015). Validation and control

procedures are therefore carried out in accordance with that standard.

Small metal plates (@ 20 mm, stainless steel according to EN 10088-1/-2) were used as test surfaces. Plates
had been boiled in a soft soap solution for 60 min, washed with tap water and afterwards rinsed with A. dest.
The sterilisation of the plates occurred with Isopropanol {70 Vol %) for 15 min. After sterilisation plates were

dried; they were used for the test or stored under aseptic conditions.

For the test, 0.05 ml of the test suspension including the interfering substance were pipetted and spread on
the central area of the test surfaces. After a drying time of not more than 1 hour, 0.1 mi of the fest product,
(diluted with hard water, if necessary) were applied to the contaminated test area. The dried test suspension
was to be covered completely. At the end of the required contact time, the metal plates were transferred to
tubes containing 10 ml of sterile TSB with neutralizer and glass beads. These tubes were then vortexed for 2
min to release the remaining viable test organisms from the fest surfaces. Aliquots of the resulting test-
neutralisation-solution and its dilutions were plated in duplicate using the pour-plate technique. The number

of viable test organisms still remaining on the carrier after that recovery procedure (N,) was also assayed.

The reduction (ME) is calculated in relation to a test surface treated with water instead of the test product (NJ.

The dilution-neutralization method (Control T) and the non-toxicity of the neutralizer (Control C) are validated.

The test was performed under dirty conditions (0.3 % albumin) at room ftemperature (20 = 1 °C) using
Staphylococcus aureus, Enterococcus hirae, Pseudomonas aeruginosa, Escherichia coliand Candida albicans
as fest-organisms. The test organisms are incubated at 36 + 1 °C (bacteria) or 30 + 1 °C (yeast). Results are

presented in fables 1- 5.

Results

According fo the EN 13697 (2015), the batch 15022M02 of the product Meliseptol rapid possesses bactericidal
and yeasticidal efficacy (log,, RF > 4or log,, RF > 3, respectively) under dirty conditions in 1 min at a product
concentration of at least 25 % for reference strains S. aureus, E. hirae, P. aeruginosa, E. coliand C. albicans
(Tab. 1-5).

Results are validated in accordance with the requirements of the EN 13697 (2015).

Greifswald, June 02, 2016
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Table 1 Results of the quantitative carrier test according fo EN 13697 (2015)
Date: May 26, 2016 Order number: A16141
Product: Meliseptol rapid Sample number: P 16251
Test organism: S. aureus Batch number: 15022M02
Interfering substance: 0.3 % albumin
Incubation temperature: 36 +1°C Neutralizer: XX
Incubation time: 24h-48h Test temperature 20+1°C
Test suspension {N): 3.02*10° cfu/ml (8.48 log) Rel. Humidity: 493 %

Test suspension (carrier):  1.51¥10" cfu/ml (7.18 log) Drying time: 50 min
contact time: 1 min
concentration dilution p(I:::ell plcc:l:e/Z a i a' Ny ME N
T ml (107 0 0 <14 @ <14 <215 >4.57
100 % Imii07) 0 ) <14 <4 0
1ml (10%) 0 0 <14 <14
Tml (109 0 0 <14 <14 2.15 457
50 % 0 <14 <14 0
“Tml (1079 0 0 <14 <14
Tmi(o) 0 0 <14 <14 215 4.57
25 % 1mi 107) 0 0 <14 <14 0
1ml 109 0 0 <14 <14
1mi (109 > 330 ~>330 > 330 > 330
5% 1ml (107) > 330 >330 | >330 > 330 > 330
1ml {10°%) >330 > 330 > 330 > 330 > 5.52 <1.20
Tml (107) > 330 > 330 > 330 > 330
WsH-Control | 1l (107) >330 | >330 | >330 = >330
iNJ “1ml (10%) >330  >330 | >330  >330 550
R T B . — =5
contact time: 5 min
concentration dilution pckf:;e/] pf:tjelz a ! a' Ny ME N
Tml (109 0 0 <14 <14 <215 > 4.56
100 % 1l (10') 0 0 <14 <4 ]
Tmi(10%) 0 0 <14 A
Tl 107 0 0 <14 <14 <215 > 4.56
50 % 1mi (107) 0 0 <14 <14 - 0
1mi (107) 0 0 <14 <14
_mipoy 0 .2 <l4 <14 <215 >4.56
25% 1mi (10) 0 0o <14 <14 0
1ml (10%) 0 0 <14 <14
1m0 | >330 >330 | >330 >330
5% CIml(0) | >330 > 330 > 330 > 330 ]
1ml (10°) a1 44 41 44 463 | 208
1ml (107) > 330 > 330 > 330 > 330
WSH-Control Tml (107 > 330 > 330 > 330 > 330
INJ Tmi0% | >330 > 330 > 330 > 330 > 320
e e s = .
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Table 1; continued:

Results of the quantitative carrier test according to EN 13697

(2015)
Date: May 26, 2016 Order number: A 16141
Product: Meliseptol rapid Sample number: P 16251
Test organism: S. aureus Batch number: 15022M02
Interfering substance: 0.3 % albumin
Incubation temperature: 36 £1°C Neutralizer: XX
Incubation time: 24h-48h Test temperature 20+1°C
Test suspension (N}): 3.02*10° cfu/ml (8.48 log) Rel. Humidity: 49.3 %
Test suspension (carrier):  1.51¥10" cfu/ml (7.18 log) Drying time: 50 min
L
Validation and Controls:
dilution cfu / plate 1 cfu / plate 2 Ny log N,
Neutralisation control (T) |- 1m| no 2 339... = >33 O . -
{Product concentration: 1ml (107 34 36 3.50E+06 6.54
100 %) N -N.<
. —N; <+ 0.3 log
I X | YES | | NO
dilution cfu / plate 1 cfu / plate 2 N, log N;
Neutralisation control (T} 1m|_(10_) B E— >330 . 2560 T ; T
{Product concentration: 1ml 107) 66 45 5.55E+06 6.74
0% N.—-N, <+ 0.3 log
I X I YES I | NO
dilution cfu/ plate 1 cfu / plate 2 N¢ log Nc
1m0 > 330 > 330
Non-foxicity (C) 1ml (10°) 31 25 280E+06 | 645
N - Nc <2 |og
| X | YES I | NO
N — N, (WSH-Control) € 2 log
| X | YES | | NO
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Table 2: Results of the quantitative carrier test according to EN 13697 (2015)

Date: May 26, 2016 Order number: A16141
Product: Meliseptol rapid Sample number: P 16251
Test organism: E. hirae Batch number: 15022M02
Interfering substance: 0.3 % albumin
Incubation temperature: 36x1°C Nevutralizer: XX
Incubation time: 24h-48h Test temperature 20+1°C
Test suspension (N): 1.89*10° cfu/ml (8.28 log) Rel. Humidity: 49.3 %
Test suspension (carrier):  9.45*10°cfu/ml (6.98 log) Drying time: 50 min
contact time: 1 min
concentration dilution pclcf;:e/] p‘l:cfxltje/Z a a' Ny ME N
1 mi (10°) 0 0 <14 | <1 <215 >464
100 % S imi (oY 0 0 <14 <14 I 0
CImi (107 0 0 <14 <14
Tl 107 0 0 <14 <14 <215 >4.64
50 % S amigo) |0 0 < <4 - 0
Tmio) | 0 0 <14 <14 <215 >4.64
25% 1 ml (107) 0 0 <14 <14 0
1 ml (10°) 0 o <mw <
Tmi(109 | >330 > 330 >330 @ >330
5% im0} | >33  >330 >330 | >330 > 330
1 ml (10°) > 330 >330 | >330 > 330 > 5.52 <1.27
Tml (107) > 330 > 330 > 330 > 330
WSH-Control 1ml {109 >330 | >330 > 330 >330 |
IN) Tmi (10%) >330 1 5330 | >330  >7330 = 380
Tml (10%) 61 62 61 62 6.79
contact time: 5 min
concentration dilution plI::i,ell p::(:‘ijeIZ a a' Ny ME N
Tmi (10%) 0 0 <14 <14 <215 >473
100 % Tml (107) 0 0 <14 <14 0
~1mi 107 0 0 <14 <14
T ml (10%) 0 0 <14 <14 <215 >473
50 % 1ml 107) 0 0 <14 <14 o 0
1 ml {107) 0 0 <14 <14
im0 | 0 0 <14 <14 <215 >473
&3 Jdmigoy ] 0 0 <4 <14 ) 0
e o T i B
— 1mi(10%) 62 47 62 47 2.74 414
5% 1ml (107) 5 8 <14 <14 - 0
1 mi (107) 2 0 <14 <14
_Imipo) | >330 >330 >330
WSH-Control 1ml (107) 5330 330
INJ “Tmi 0% 5330 330 > 399
1mi (109 72 77 6.87 B
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Table 2; continued:

Results of the quantitative carrier test according to EN 13697

(2015)
Date: May 26, 2016 Order number: A16141
Product: Meliseptol rapid Sample number: P 16251
Test organism: E. hirae Batch number: 15022M02
Interfering substance: 0.3 % albumin
Incubation temperature: 36 £1°C Neutralizer: XXl
Incubation time: 24h-48h Test temperature 20+£1°C
Test suspension {N): 1.89*10° cfu/ml {8.28 log) Rel. Humidity: 49.3%
Test suspension (carrier):  9.45*10° cfu/ml (6.98 log) Drying time: 50 min
Validation and Controls:
dilution cfu / plate 1 cfu / plate 2 Ny log N;
Neutralisation control (T} |- l‘_ml ho’ z 330 s i -
{Product concentration: 1mi (10%) 62 62 6.20E+06 6.79
100 %) N.-N;£+ 0.3 log
| X | YES | I NO
dilution cfu / plate 1 cfu / plate 2 N, log N;
Neutralisation control (T) LU >33%0 i 330
(Product concentration: 1mi (107 90 68 7.90E+06 6.90
50 %) N.-N;$+ 0.3 log
| X I YES I I NO
dilution cfu / plate 1 cfu / plate 2 N. log Nc
1ml (10%) > 330 > 330
Non-toxicity (C) 1ml (10%) YAl 66 685E+06 | 684
N-N: < 2log
| X | YES I | NO
N — N, (WSH-Control) £ 2 log
I X I YES | l NO
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Table 3.1:  Results of the quantitative carrier test according to EN 13697 (2015)
Date: May 26, 2016 Order number: A16141
Product: Meliseptol rapid Sample number: P 16251
Test organism: P. aeruginosa Batch number: 15022M02
Interfering substance: 0.3 % albumin
incubation temperature: 36 £1°C Neutralizer: XXt
Incubation time: 24h-48h Test temperature 20+1°C
Test suspension {N): 1.96*10° cfu/ml (8.29 log) Rel. Humidity: 49.3 %

Test suspension (carrier):  9.80*10°cfu/ml (6.99 log) Drying time: 50 min
contact time: 1 min
: i cu/ | cfu/ : ;i
concentration dilution plate1  plate 2 a a Ny ME N,
1ml (10%) >330 | >33 | > 330 | >330 | *
100 % ~1ml (07 >330 | >330 | >33 . >33 | 55
Tmi 107) 12 13 14
1ml (107 g 1.9 L - <215 243
50 % 1mi (10') 0 0 <1 <4 0
Tmi (107) 0 0 <14 <14
1ml (10°) 0 0 <14 <14 | <215 >433
25% 1 ml (107) 0 o | <4 <14 ) 0
1ml 107) 0 0 <14 <14
—1ml(0) > 330 >330 | >330  >330
5% 1ml (107) >330 >33 | >330 = >330 | - > 330
1 ml {10°7) >330 = >330 > 330 > 330 > 5.52 <0.95
—Iml(10") >330 @ >330 | >330 > 330
WSH-Conirol 1ml 107 >330 | >330 >330  >330 356
(N Tl (107 307 301 307 a0l 6.48 |
1ml (107) 30 28 30 28 6.46
* implausible 7 invalid result - see table 3.2 for verification
contact time: i
. - cu/ | cfu/ .
concentration dilution plate1 | plate 2 a a Ny ME N
1ml (10°) 0 0 <14 <14 <215 >4.24
100 % Tml (10" 0 0 <14 <14 ' 0
1mi{10%) 0 0 <14 <arTTTYYTTTTTTTTTT
~1mlf107) 0 0 <14 <14 <215 >4.24
50 % Tmiio) | 0 0 <14 <14 - 0
1 ml {107 0 0 <14 <14
__Tmi (o) 0 0 <14 <14 <215 >4.24
25% 1m0 0 0 <14 <14 o 0
1ml (107) 0 0 <14 <14
Tmii0 | >330 = >330 | >330 > 330
5% ~1ml(10") >330  >330 > 330 > 330 - > 330
1 ml (107 43 59 43 4.71 1.68
1ml{10') >330 >330 >330
WSH-Control | Tmi(10") | >330 >330 >330
INJ Tmi (107) 188 | 284 -y 2 B > 330
1mi (107) 24 27 6.41
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Table 3.1; continued: Results of the quantitative carrier test according to EN 13697

(2015)
Date: May 26, 2016 Order number: A 16141
Product: Meliseptol rapid Sample number: P1625M
Test organism: P. aeruginosa Batch number: 15022M02
Interfering substance: 0.3 % albumin
Incubation temperature: 36 +1°C Neutralizer: XX
Incubation time: 24h-48h Test temperature 20+1°C
Test suspension (N): 1.96*10° cfu/ml (8.29 log) Rel. Humidity: 49.3 %
Test suspension (carrier):  9.80*10°cfu/ml (6.99 log) Drying time: 50 min
] —
Validation and Controls:
dilution cfu / plate 1 cfu 7 plate 2 N; log Ny
Neutralisation control (T) L ooy 260 ﬁ S | 258E+06 PO L ,64] I
{Product concentration: 1mi (107) 2 1
100 %} N -N, <03 log
| X | YES l I NO
dilution cfu / plate 1 cfu / plate 2 N; log Ny
Neutralisation control (T) FmiIOF > > 339 IR N e 1
{Product concentration: 1ml (107 38 28 3.30E+06 6.52
S0l N.-N;<+0.3log
I X lYES I | NO
dilution cfu / plate 1 cfu / plate 2 Nc log Ne
1ml (107 299 234 2.67E+06 6.40
Non-foxicity (C) 1ml (10°) 30 17 | 23sE+06 .
N-Nc € 2log
| X | YES I | NO
N — N, (WSH-Controli £ 2 log
| X | YES | | NO
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Table 3.2:  Results of the quantitative carrier test according to EN 13697 (2015)
Date: June 02, 2016 Order number: A16141
Product: Meliseptol rapid Sample number: P16251
Test organism: P. aeruginosa Batch number: 15022M02
Interfering substance: 0.3 % albumin
Incubation temperature: 36+1°C Neutralizer: XXIW
Incubation time: 24h-48h Test temperature 20+1°C
Test suspension (N): 1.62*10° cfu/ml (8.21 log) Rel. Humidity: 59.0 %

Test suspension (carrier): 8.60*10° cfu/ml (6.91 log) Drying time: 50 min
contact tfime: 1 min
concentration dilution pclg-th:l pﬂ‘t’elz a a’ Ny ME N,.
_1mi (107 0 0 <14 <14 215 4.65
S 111 T T B B 1 I R
1mil (107) 0 0 <14 <14 '
e 8 a1 <4 1 218 | 0 46%..
50% | Imlgo) | 0 0 <1 <4 ) ' 0
0 0 <14 <14
__________ 1 ml (107) > 330 >330 | >330 > 330
WSH-Control Tmi 107) 5330 T 5330 | >330 | >330
(N) “TmifioY | 5330 | >330 | >330 | >330 > 330
| 1ml 107 61 64 B B Y S )
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Table 4: Results of the quantitative carrier test according to EN 13697 (2015)

Date: May 26, 2016 Order number: A 16141
Product: Meliseptol rapid Sample number: P 162511
Test organism: E. coli Batch number: 15022M02
Interfering substance: 0.3 % albumin
incubation temperature: 36 £1°C Neutralizer: XX
Incubation time: 24h-48h Test temperature 20+1°C
Test suspension (N): 1.90*10° cfu/ml (8.28 log) Rel. Humidity: 52.0%
Test suspension (carrier): 9.50*10° cfu/ml (6.98 log) Drying time: 60 min
contact time: 1 min ]
concentrafion dilution pi::e’] pf::elz a | Ny ME N,
Tl 107 0o | 0 <14 <215 > 412
— et = 2 B T I 0
ST 5 : S SRS DR
Tl (107 o | 0 <14 <215
50 % Tmi (10 0 o <4 )
T = o e e
___1miQ0) 1 1 o< 1 <215 | >412
25% ~ 1mi(0) 0 0 <4 ) . . 0
1mi (107) 0 0 Lo<14
. 1mino) > 330 > 330 ..>330
5% | Imipol) 205 198 198 | 430 34
1ml 107) 28 | 25 25 4.38
~ Iml (107 > 330 > 330 T >a30
WSH-Control | 1mi(107) 330 >330 | - >330
(NJ —_Tmi[io%) 189 176 176 6.26 > 330
1ml (107) 7 20 T e27 |
contact time: 5 min
concentration dilution pcI:::ell plc:: e/2 a a' Nqy ME Nis
1m0 0 0 <14 <A <215 >393
00% | 1ml{0) 0 0 < < ‘ 0
1ml {107) 0 0 <14 <14 B
— 1ml(10°) 0 0 <14 T <14 <215
50 % 1ml (107) 0 0 <4< | 0
Tmi (107 0 0 <14 <M
__ 1mi{07) 0 0 <4 <14 <215 >3.93
25% 1ml 107) 0 0 <14 @ <4 1
1 ml (107) 0 o | <m1u <4
_ 1mi0oY) 0 0 <14 @ <4 <215 >3.93
s o 0 o T e e :
1 ml {107 1T o0 <4 < | "]
__1miqo’). >330 >330 =330 | >330
WSH-Control 1mi (10%) >330 >330 | >330 | >330
(N) Tmi (1079 9 0 |99 00 6,00 > 330
1ml (10%) 2 15 14 15 6,16
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Table 4; continued:

Resulis of the quantitative carrier test according to EN 13697

(2015)
Date: May 26, 2016 Order number: A16141
Product: Meliseptol rapid Sample number: P 16251
Test organism: E. coli Batch number: 15022M02
Interfering substance: 0.3 % albumin
Incubation temperature: 36 +1°C Neutralizer: XXIN
Incubation time: 24h-48h Test temperature 20+1°C
Test suspension {N): 1.90*10° cfu/ml (8.28 log) Rel. Humidity: 52.0 %
Test suspension (carrier): 9.50*10° cfu/ml (6.98 log) Drying time: 60 min
r validation and Controls:
dilution cfu / plate 1 cfu / plate 2 N; log N;
Meutralisation control {T) LY : 34 — Qé 345E+05 s ?_54
{Product concentration: 1ml (107) 4 3
100°% N.—N, <+ 0.3 log
l X I YES I l NO
dilution cfu/platel | cfu/plale2 Ny log N;
Neutralisation control (T) | Tl 1) 3 I 3 3'30E+05,, REIEE, [I—— 5,52
{Product conceniration: 1mi (107 1 4
08 N.-N, £+ 0.3 log
| X | YES l | NO
dilution cfu / plate 1 cfu / plate 2 Nc log Ne
| ml o’ 38 46 4.20E+05 5.62
Non-toxicity (C) 1ml (10°) 3 4 ' -
N-N: € 2log
] (X) I YES* | l NO
N — N, (WSH-Control) < 2 log
[ ]wes [ ]no

# - . . .
This not Iciiue 1o problems with the neutralizer - it's due to the well known problem of E. coli not taking the drying time on the carrier
very wel
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Table 5: Results of the quantitative carrier test according to EN 13697 (2015)

Date: May 26, 2016 Order number: A 16141
Product: Meliseptol rapid Sample number: P 16251
Test organism: C. albicans Batch number: 15022M02
Interfering substance: 0.3 % albumin
Incubation temperature: 30+1°C Neutralizer: XX
Incubation time: 48 h Test temperature 20+1°C
Test suspension (N): 1.96*10" cfu/mi (7.29 log) Rel. Humidity: 52.0 %
Test suspension (carrier):  9.80*10°cfu/ml (5.99 log) Drying time: 60 min
contact time: 1 min
concentration dilution p(;;l:e/] pf::elz a a Ny ME N
1 ml (107 0 Q AL
100% | Tmi0o) 0 0 0
1mi (107) 0 0
T ml 10%) 0 0 <215
50 % TTmipol 0 0 0
~Imi(07) 0 0
1l (10°] 4 4 >332 .
25% ~1ml(10) 0 0 0
1 ml (107 0 0
~Imi(0) | >330 >330 |
5% Imino’) | >330 >330 | 1
1ml (10°) 93 74 4.92 0.55
Tml 10 >330 | >330 7
WSH-Control | Tmi(10') $330 | >330 | >330
(N Tmitioy | 297 301 | 297 548 > 330
1ml (107 28 30 | 5.46
contact time: 5 min
concentration dilution pck'::e/l pf(?tjeIZ a Ca N4 ME N,
1ml (109 0 0 <4 <4 <215 >2.93
100 % 1mi (10 0 0 <14 <4 o il 0
T 1ml 07 "0 0 <147 < ]
_1mlq0) 0 0 <14 <14 <215 >2.93
50 % ~1mii0Y 0 0 <14 <4 T 0
e 5 - St . N ,
1 mi (10°) 0 0 <14 <14 <215 >2.93
25 % 1ml (10') 0 0 | <u4 <14 0
T 110 P T e s v R
Tmi(10) | >33 = >330 >330 = >330
k. L. minot ..>330 | >330 s | 0
1ml (107) 188 215 188 | 25 | 530 | 023
Imi0 | >330 | >330 >330 ¢ >330
WSH-Control 1ml (10') >330 | >330 >330 | >330
iNJ Tmifioy [ o2 97 o2 97 >330
imiaoY | e m | <ua <4
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Table 5; continued:

Results of the quantitative carrier test according to EN 13697

(2015)
Date: May 26, 2016 Order number: A16141
Product: Meliseptol rapid Sample number: P 16251
Test organism: C. albicans Batch number: 15022M02
Interfering substance: 0.3 % albumin
Incubation temperature: 30+1°C Neutralizer: XX
Incubation time: 48 h Test temperature 20+1°C
Test suspension (N): 1.96*10 cfu/ml (7.29 log) Rel. Humidity: 52.0 %
Test suspension (carrier): 9.80*10° cfu/ml (5.99 log) Drying time: 60 min
contact time: 15 min
A o fu / / ;
concentration dilution p(I:ate ) p(l:::e 2 a a Ny ME N,
“mipey [0 0 | <M 521 >283
100 % ~imi007) 0 0 <! 0
1ml (10°7) 0 0 <14
1m0y Q. 0 < <4 | <215 | >283
50 % Cdminod 0 L9 0
Tml 107) 0 0
1 mifi0) 0 0 >28 ]
25% ~1mif107) 0 0 0
1ml (107) 0 0
—Tmi 10 > 330 >330 |
5% 1ml (107) >330 | >330 | R 330
1ml 107) 07 - 89 -0.02
. 1ml (07 > 330 >330 |
WSH-Control | 1mi (10') >330 | >330 |
(N CAmifio | es 1 el [ >0
1ml 10°) 3 9
Validation and Controls:
dilution cfu / plate 1 cfu / plate 2 N; log N;
-2
Neutralisation control (T) |- ULy 94 e IR ?*2 9.30E:+00 ‘4'97
{Product conceniration: 1ml (107) 12 12
100 %)
N.-N; £+ 0.3 log
‘ X I YES | | NO
dilution cfu / plate 1 cfu / plate 2 N; log N;
-2
Neutralisation control (T) i “Q”’ 80 : LZ TS Fra— 760E+04 | A—— 488
{Product concentration: 1l (107) 10 6
50 %)
N.-N,<+ 0.3 log
| X | YES | I NO
dilution cfu / plate 1 cfu / plate 2 Nc log N
1ml 107 106 99 1.03E+05 5.01
Non-toxicity C) Tml (109) 13 12 h o
N-N: £ 2log
| (X) | YES* I I NO

N — N, (WSH-Control} < 2 log

[04] ves

I__INO

* This not due to problems with the neutralizer — it's due to the well known problem of C. afbicans not taking the drying
time on the carrier very well
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Legend:

MW = average value

X = average value

% = average value

RF = reduction factor

R = reduction factor
ME = reduction factor
>330 = not countable

> 660 = not countable

n.d. = not determined
WFI = water for injections
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