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I - IDENTIFICATION OF ASSAY LABORATORY

FONDEREPHAR

Faculté des Sciences Pharmaceutiques
35 Chemin des Mardichers

31062 Toulouse Cedex 9

II - IDENTIFICATION OF TEST PRODUCT

Product : NOCOLYSE®
Batch : 041017N

Expiry date: 10/2019

Packaging: Flask 1L

Date of receipt : Oct/05/2017
Internal code : 17-2198-1

Active substances : Hydrogen peroxide
Period of testing : October 2017

Storage conditions during the period of testing : Room temperature

III - TEST
Method : Dilution - neutralization
Neutralizer : Tween 80 (3%), Sodium Pyruvate (3%), gsp distilled water (Batch 7509)

Count(s)per ml:  1or 2 for N/10° or N/10° (modified method) for ¢ albicans
1 or 2 for N/10°®° or N/10°® (modified method) for A. brasifiensis

Appearance of the product : liquid, clear

IV - EXPERIMENTAL CONDITIONS

Product diluent : Water for injectables preparations
Interfering substance: 0,3 g/L bovine albumin (clean conditions)

Obligatory conditions:  Tests-organisms : Candida albicans DSM 1386
Aspergillus brasiliensis CBS 733.88

Concentrations of the product: 97%, 70% and 0,5% (V/V)
Test temperature : 20°C+ 1°C
Contact time : 60 minutes * 10 secondes

Incubation temperature: 30°C + 1°C

No precipitate during the test procedure (test mixtures were homogeneous).

The COFRAC accreditation only attests the capability of the laboratory for assays covered by the accreditation.

COFRAC is a signatory of the multilateral accord of EA (European co-operation for Accreditation), of ILAC
(International Laboratory Accreditation Cooperation) and of TAF (International Accreditation Forum), recognising
the equivalence of test reports and analysis.
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V - RESULTS
CANDIDA ALBICANS DSM 1386 - NOCOLYSE Batch 041017N
TEST
VALIDATION AND CONTROLS SUSPENSION TEST
Validati Experimental Method ) .
alidation Xperimenta Neutralizer validation N Concentration of product % (V/V)
suspension conditions control Product conc
Nvo control o ) 5 6 Contact
NvB A e mm te 10 10 time 70% 0.5%
Nvo 72-77 10°1-2 10° »330->330
Vel-Vce2 NvB 56-59 64-67 76-78 68-71 238-237 20-21 | Vel - Ve2 60 minutes 10" 0-1 10 >330-5330
= Nve 75 X mp = 234 55.10° = ; 3
66 77 70 P ‘ 60 minutes <14 >3,3.10
X NvB 58 gN= 737 x
- 4 —
Z_\Mﬂ \wwmwmwwo Na= x x10 | 60 minutes <140 > 3,3.10*
X %ﬂ_z_,w\o x of A x of B x of C
and Nv - 20,5 x of = 60 mi 215 2
between 20,5 X of Nvo and 205 x of 'gNa minutes = >43
30 and 160 Nvo NVB Nvo 6,17 <lg N/10 £ 6,70
Ig R 60 minutes 4,22 <1,85
Date of the test: Oct/ 18/2017
Ve = Count per ml (1 or 2 plates for N/ 10°%) M wm = weighted mean of M
X = average of Vcland Vc2 R = Reduction (Ig R = Ig Np - Ig Na)
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CANDIDA ALBICANS DSM 1386 - Modified Method - NOCOLYSE Batch 041017N

TEST

VALIDATION AND CONTROLS SUSPENSION TEST
Validati Experimental Method c ion of product % (V/V
dlearion *perimenia Neutralizer validation N oncentration of product % (V/V)
suspension conditions control Product cone
Nvo control o ) Contact
B 97% -6 -7
Nvo 72-77 . 10°0-0
Vel-Ve2 NVB 56-59 70-75 76-78 79-83 238-237 20-21 | Vel -Vc2 60 minutes 108 0-0
- Nvo 75 X mp = 234,55.10° " i 1
x NvB 58 73 77 81 g N= 837 X 60 minutes <14
N/100= 234 ,55.10* = .
lg N/100= 6,37 Na= x x10 | 60 minutes <140
* MFZMo x of A x of B x of C
and v X 20,5 x of * lgNa | 60 minut <215
between30 | 205 % of | F 5% M| 505 x of 9 minutes \
and 160 Nvo NvB Nvo 617 <lg N/100 < 6,70
Ig R 60 minutes >4,22

Date of the test: Oct/ 18/2017

Ve = Count per ml (1 or 2 plates for N/10°%)
X = average of Vcl and Vc2

FONDEREPHAR
Faculté des Sciences Pharmaceutiques - 35 Chemin des Mardichers - 31062 TOULOUSE Cedex 09
Tél.05 62 25 68 60 Fax.05 61259572 Email. contact@fonderephar.com

X wm = weighted mean of x
R = Reduction (Ig R = Ig Ny - Ig Na)
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ASPERGILLUS BRASILIENSIS CBS 733.88 - NOCOLYSE Batch 041017N

TEST
TEST
VALIDATION AND CONTROLS SUSPENSION
Validati Experimental Mieiliod i duct % (V/V
aliaation Xperimenta Neutralizer validation N Concentration of product % (V/V)
suspension conditions
Ny control control Product conc. Contact
° 8 50% 108 10°¢ ontac 70% 0,5%
NvB A c time
Nvo 75-80 . 10° >165->165 10° 5165->165
Vci-Ve2 NvB 95-96 91-100 125-127 92-105 312-303 43-33 | Vel - Vc2 60 minutes 10 52-55 10 >165->165
— Nvo 78 M mp = 314,09.10° - ; 3
96 126 99 P . 60 minutes 535 >1,65.10
X NvB 96 lgN= 750 x
= 4 —
Z_\m _N_.\wmm.mﬂ.wo Na= x x10 | 60 minutes 5350 >1,65.10*
X of Nvo X of A X of B x of C
and Nv - == .
between 20,5 x of 2 Ap,w o&:ao* 205 x of ig Na 60 minutes 373 >4,.22
30 and 160 Nvo NVB Nvo 6,17 <lg N/10 ¢ 6,70
Iig R 60 minutes 2,77 <2,28
Date of the test: Oct/23/2017
Ve = Count per ml (1 or 3 plates for N/ 10%) X wm = weighted mean of x
X = average of Vcl and Vc2 R = Reduction (Ig R = lg No - Ig Na)
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ASPERGILLUS BRASILIENSIS CBS 733.88 - Modified Method - NOCOLYSE Batch 041017N

TEST
TEST
VALIDATION AND CONTROLS SUSPENSION
N . Method ] .
Validation mxvam_.ﬂg“o_ Neutralizer validation N Concentration of product % (V/V)
mcmﬂ“vu_o: nooﬂz_.qhuﬂ_ control Product conc. Contact
B 97% -6 -7 97%
NvB A c 10 10 time
Nvo 75-80 . 10° 0-1
Vel-Vce2 NvB 95-96 83-91 125-127 95-116 312-303 43-33 | Vel - Ve2 60 minutes 10" 0-0
= Nvo 78 M mp = 314,09.10° I ;
87 126 106 p / 60 minutes <14
X NvB 96 N~ 850 x
N/100= 314,09.10* - .
Ig N/100= 6,50 Na= x x10 | 60 minutes <140
x of Vo | of ¥ of B X of €
an \ ™= ==
between 30 20,5 x of 2 ww nu_nzn_& 205 x of Ig Na 60 minutes <2,15
and 160 Nvo NvB Nvo 6,17 <lg N/100 ¢ 6,70
Ilg R 60 minutes >4,35

Date of the test: Oct/23/2017

Ve = Count per ml (1 or 3 plates for N/10°%)
X = average of Vcl and Vc2
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xwm = weighted mean of x
R = Reduction (lg R = Ig Ny - Ig Na)
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VI - CONCLUSION

For the product NOCOLYSE® (batch 041017N) - Packaging Flask 1L, the fungicidal
concentration for disinfection of surfaces according to the NF EN 13624 (November 2013),
obligatory conditions, after a 60 minutes contact time at 20°C under clean conditions, against

C. albicans DSM 1386 and Aspergillus brasiliensis CBS 733.88, is 97% (V/V).

The limiting microorganism is Aspergillus brasiliensis CBS 733.88.

The results hold only for the product under assay.
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