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Table A6_1_4E-1. Results of eye irritation study 
 

 Cornea Iris Conjunctiva 

redness chemosis 

Score 

(animal 1/animal 2/animal 3/animal 4/animal 5/animal 6)  

0 to 4# 0 to 2# 0 to 3# 0 to4# 

60 min 0/0/0/0/0/0 0/0/0/0/0/0 0/0/0/0/0/0 0/0/0/0/0/0 

24 h 0/0/0/0/1/0 0/1/0/0/1/1 3/3/3/3/3/3 1/3/1/2/3/3 

48 h     

72 h 0/0/0/0/1/0 0/0/0/0/0/1 1/3/2/3/3/2 0/0/0/0/1/0 

Average 24h, 72h& 0/0/0/0/1/0 0/0.5/0/0/0.5/1 2/3/2.5/3/3/
2.5 

0/2/1/1/1/1 

Mean grade& (average score 24h + 72h of all animals) 0.17 0.3 2.7 1.0 

Maximum average score (including area affected, max 
110) 

Not determined. 

Reversibility*   c c c 

Average time for reversion  72 h 14 d 7 d 

* c : completely reversible 
 n c : not completely reversible 
 n : not reversible 

    

& Remark: the study bears no average scores. The following values were calculated only for this study summary 
using the documented individual scoring values. 

 
# Grades of ocular lesions: 

Cornea 0 – 4: 

(0 = no finding, 1 = slight, disperse, diffuse opacification, 2 = extensive, diffuse opacification, iris blurred, 3 = 
mother-of-pearl-like opacification, iris and pupil hardly recognisable, 4 = complete opacification, ulceration) 

 

Iris 0 – 2: 

(0 = no finding, 1 = swelling, reddening, positive light reaction, 2 = severe reddening and swelling, no light 
reaction) 

 

Conjunctivas: 

Redness 0 – 3: 

(0 = reddening, vessels normal, 1 = vessels abnormally filled, 2 = diffuse reddening, 3 = diffuse deep reddening) 

 

Swelling 0 – 4: 

(0 = no swelling, 1 = slight swelling, 2 = severe swelling, lids everted, 3 = lids cover one half of eye, 4 = lids 
cover more than half eye, necroses and ulcers on the conjunctivas) 
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