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SUMMARY OF RESULTS
Test Animal: Albino Rats - Crl:CD®BR
Source: Charles River Laboratories, Inc., Portage MI
Date Animals Received: 08/24,/90
Temperature and Humidity of Animal Room: 66 to 79*F;
24 to 50% Relative Humidity
Start Date (In-1ife): 10/11/90 End Date (In-1ife}: 10/25/90

Estimated Oral LDy, : Male - Greater than 5.0 g/kg of Body Weight
Female - Greater than 5.0 g/kg of Body Weight

Dose Level Average Body Weight [q) Mortality (Mumber
Sex (a/ka} Initial Day 7 Terminal Dead/Humber Dosed)
Male 5.0 271 355 396 0/5
Female 5.0 225 268 270 0/5

Clinical Signs
(Number of Animals Affected)

Hour Day
Observation 1.0 2.5 4.0 ] 2 3 4 5 6 1 8 2 10 1l 12 13 14
Males
Appeared normal 5 5 g b bk B sh7B B B BB B 2B S5 B B
Soft stool i} 0 i 0 0O0O0ODODOCODOODO0O O O D O O
Females
Appeared normal 5 5 0 5 & & 5ok & 5 ihohs ok SR ok oh h
Soft stool 0 0 5 0 0 ODODOCOOOOOD D D D O O
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Table 1
Individual Eye Irritation Scores
Animal nea Iris Conjunctivae Total
Humber Sex A B L 1] E E Score-
24 Hours
F34375 H 0 ] 0 1 0 ] 2
F34376 M 1] 0 1] 0 1] 0 0
Fi4377 ] 0 0 0 1 0 0 z
F34378 F 0 a 0 0 0 0 0
F34379 F 0 1] 0 0 ¥ 0 )
F34380 F 0 0 0 1 i ] 2
Mean 1.0
48 Hours
F34375 M 0 0 0 0 0 0 0
F3437¢6 M 0 0 0 0 1] 0 0
F143177 H 0 i 0 1 1] 0 2
F34378 F i) 0 i) 1] 0 0 1]
Faq379 F ] 0 0 0 1] 0 ]
Fa4380 F 1] 1] 0 1 0 0 2
Mean 0.7
12 Hours
F34375 H 0 1] 0 0 0 0 1]
F34376 H 1 0 0 0 0 0 0
F34317 H ] 0 0 0 0 0 0
F34378 F 0 0 0 0 0 0 0
F34379 F 0 ] 0 i] 1] i] 0
F34380 F 1] 1] 1] 1] 1] 1] 1]
Hean 0.0
Carnaa Iris Conjunctivae
A - Degree of opacity C - Degree of iridal D - Redness
B - Area of involvement irritation E - Chemosis

F - Discharge
"= (AXxBxS5)+({Cx5 +(D+E+F)x2
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Table 2
Sodium Fluorescein Examination

Animal Observation Period
Number Preinitiation 72 Hour

F34375 NEG NEG
Fi4376 NEG NEG
F34377 NEG NEG
F34378 HEG NEG
F34379 NEG HEG
F34380 HEG NEG

MEG - Mo stainm retention.

Comments

No pain response was elicited from any animal following instillation of the
test material,

Ho corneal or iridal involvement was observed in any animal during the study.

DISCUSSION

The test material, ACF-50 Lubricant, when evaluated for it primary eye
irritation potential in rabbits, produced only very slight conjunctival
irritation in three of the six animals. A1l conjunctival irritation cleared
within 72 hours of instillation of the test material. MNone of the animals
exhibited a positive response according to the FHSA criteria.

CONCLUSION

Based on the results of this study, this test material is not considered to be
a primary eye irritant,





