
1) adult animals (> 24 months)

2) young animals (6 - 8 months)

Methodology

Code of each compound is recorded on each raw data sheet

After background opacity measurement, medium was removed from the anterior
compartment and corneas were treated with 0.75 ml of the test solution. Corneas (3
per group) were treated for 10 minutes followed by a 120 minutes recovery period.
Medium was removed from the anterior compartment and replaced by 1 ml of a 0.4%
sodium-fluorescein solution. Corneas were incubated in a horizontal position for 90
minutes at 32°C in a water-bath. After incubation, medium from the posterior
chamber was removed and its optical density (OD) determined with a
spectrophotometer at 490 nm. In Vitro Score = opacity  +  [15 x permeability]

>>> compound 17 (acetone) need to be repeated since results did not comply with previously
collected data in our laboratory. Due to the high vapor pressure of acetone (201.57 mmHg @
22.0 ºC), a technical artefact could have occurred…
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Opacity Perm. IVS Class Opacity Perm. IVS Class
1 3,3-dimethylpentane 562-49-2 NI NI 0.6 0.01 0.8 NON 0.0 0.02 0.3 NON

2 3-methoxy-1,2-propanediol 623-39-2 NI NI -0.3 0.00 O.2 NON 0.6 0.02 0.9 NON

3 polyethylene glycol 400 25322-68-3 NI NI -0.3 0.00 -0.3 NON 0.0 0.08 1.1 NON

4 glycerol 56-81-5 NI NI -1.0 0.01 -0.9 NON -0.7 -0.01 -0.8 NON

5 methyl cyclopentane 96-37-7 NI NI 1.0 0.43 7.5 MILD 1.3 0.26 5.2 MILD

6 tween 20 9005-64-5 NI NI 0.0 0.01 0.1 NON 0.0 -0.01 -0.1 NON

7 methyl iso -butyl ketone 108-10-1 NI NI 6.6 1.07 22.7 MILD 5.7 0.83 18.1 MILD

8 toluene 108-88-3 NI NI 6.3 3.18 54 MOD 6.0 1.46 28.0 MOD

9 methyl amyl ketone 110-43-0 NI NI 5.3 1.80 32.3 MOD 4.0 0.99 18.8 MILD

10 2-methyl-1-pentanol 105-30-6 NI 2B 12.0 4.30 76.6 SEV 8.6 1.94 37.7 MOD

11 ethanol 64-17-5 NI 2B 16.0 2.34 51 MOD 16.3 1.83 43.8 MOD

12 sodium hydroxide (1%) 1310-73-2 R36 2B 99.7 4.16 162 SEV 135.7 3.74 191.8 SEV

13 triton X-100 (5%) 9002-93-1 R36 2B 4.3 3.81 61.5 SEV 4.7 3.70 60.1 SEV

14 1-octanol 111-87-5 R36 2B 10.0 5.24 88.6 SEV 10.3 1.53 33.3 MOD

15 2-ethyl-1-hexanol 104-76-7 R36 2B 4.3 1.76 30.6 MOD 2.3 0.86 15.3 MILD

16 n-hexanol 111-27-3 R36 2A 15.3 3.73 71.2 SEV 14.0 3.62 68.2 SEV

17 acetone 67-64-1 R36 2A 39** 2.95 83.2 SEV 91.3 2.86 134.2 SEV

18 cyclohexanol 108-93-0 R41 1 15.3 5.04 90.7 SEV 11.6 2.13 43.6 MOD

19 cetylpyridinium bromide (6%) 140-72-7 R41 1 11.7 1.01 26.8 MOD 15.0 1.66 39.9 MOD

20 benzalkonium chloride (10%) 8001-54-5 R41 1 92.2 4.22 155.4 SEV 105.7 4.05 166.5 SEV

Prediction Model ** to be repeated (technical artefact probably occurred)

BCOP In Vitro Score Class

< 3 NON

3.1-25 MILD

25.1-55 MOD

> 55.1 SEV

In Vitro BCOP (6 - 8 months)
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In vivo
EU

In vivo
GHS

In Vitro BCOP (>24 months)
CAS No.

Johnson and Johnson Pharmaceutical Research and Development (Belgium)





























































































VALIDATION

Calculation of the in vitro eye irritation score for liquids

Test article Benzalkoniumchloride  [8001-54-5]
Batch No. 033K2544
Concentration 10g/g% Treatment time 10 min
Code C3 20
Sequence 2005/Intern4 kalverogen

No.   Treatment Opacity at        Permeability     In vitro score
Cornea t0 t120 t120 - t0

1 NC 0 0 0 0.045 0.7
2 NaCl 0.9% 0 0 0 0.022 0.3
3 100% 0 0 0 0.012 0.2

Mean ± S.D. 0.0 ± 0.0 0.026 ± 0.017 0.4 ± 0.3

  Corrected value    Corrected value
7 Test article 0 115 115 115.0 4.016 3.990 174.9
8 0 95 95 95.0 3.856 3.830 152.5
9 100% 0 107 107 107.0 4.356 4.330 172.0

Mean ± S.D. 105.7 ± 10.1 4.050 ± 0.255 166.5 ± 12.2

NC: Negative Control

REMARKS Filter         OPACITY
1 A 75 B -75
2 A 156 B -158
3 A 263 B -258

Filter
Paraph 0.1 0

0.3 15
Date 14-Mar-05 0.6 50

0.8 89
1 141 RDF/BCO/18
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