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aye, —No-eye irritation was

produced siight corneal opacity‘f(l“

\ e_washed eye.
Fluorescein examinations were negative at all- 1ntervals. The unwashed eye
was normal within 3 days after tr'atuent.

Under the conditions of this study. — was a

slight eye irritant.
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Because short-term studies are nuserous and routine :
in natere, reprasentative: studies from this test type are
audited quarterly to ensure the studies are designed and
conducted in compliance wlth the Good Laboutcry Practice

Scandards.
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. Material Tested:

" Distribution:

i

diﬁuica!s and Pimnts oepartment
. E. 1. du Pont de Nemours and Company
Wﬂ—iniﬁﬁ, aam

Sponsor:

Material Submitted By:

_ Chemicals and Pigments Department

- E. I. du Pont de Nemours and Company
. Jackson Laboratory

, Deepwater, New Jersey

Test Facility: * Eo . du Pont de Nemours and Company
Haskell Laboratory for Toxicology and
© Industrial Medicine
P. 0. Box 50, Elkton Road
Newark, Delauare 19714

Study Initiated - Completed: 8/13/85 - 8/16/85

There are 12 pages in this report.
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A. Aninal Husbandr!

applicable EPA Good Laboi
are documented in the's
affected the validity o

Protocol

p the ede irritation mm;m -
Mﬂm according to the R
At Areas of noncomplfance :

Young adult male New Zéaland uhite rahbits were received from
Buckshire Corporation, Perkasie, Pennsylvania. The rabbits were housed
singly in suspended, stainless steel, wire-mesh cages. Each rabbit was
assigned a unique identification mﬁer which was recorded on a card
affixed to the cage. Purina Certified.Rabbit Chow® #5322 and water were
available ad libitum. RabBits were quarantined, weighed and observed for
general health for approximately 2 weeks, Environmental conditions of
the rooms were targeted for 2 température of 20°C + 2°C and relative
humidity of S0% + 10%. Any excursions outsfde these ranges were of brief
duration and did not adversely affect the outcome of the study.

On the day prior to study initfation, the eyes of 2 male New Zealand
White rabbits wefghing 3126 and 2764 grams were examined using
fluorescein dye. Animals showing pre-existing corneal or conjunctival
injury or irritation were not used in this study. !

A 0,01 m aliquot of mm introduced into j
the lower conjunctival sac of the right eyes of 2 male New Zealand White

rabbits. The left eyes served as controls. The treated and control eye
of one animal remained unwashed. Approximately 20 seconds after the test
material was administered, both eyes of the remaining animal were rinsed
for one minute with lukewarm tap water, -

Approximately 1 and 4 hours and 1, 2 and 3 days ‘after treatment, the
rabbits were examined for evidence of eye irritation.

At each observation the treated. eyes were examined using an
ophthalmoscope and scored for ocular reactions using the Draize scale
(presented in Table I). The untreated eye was also examined and used for
comparison., Any unusual effects, e.g., pannus, blistering of the
conjunctiva, ulceration or other effects indicative of corrosive action
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c. ras:'uazeéial
Physical Form:
quity: 4
Coqiqsitﬂ:ﬁ:

Sydohyus:
~ Other Codes:
CAS Registry No.:

Stability: The test materfs! was sssumed to be stable under

_the conditions of administration.

D. Records Retention

All raw data and the final report will be stored in the archives of
Haskell Laboratory for Toxicology and Industrial Medicine, E. I. du Pont
de Nemours and Company, Newark, Delaware or in the Du Pont Hall of
Records, Wilmington, oehwane.

RESULTS

prbduced slight comeal opacity for 1 hour
throu e unwashed. eye. No other eye irritation was present
throughout the study. Fluoroescein examinations were. negative at all
fatervals and both eyes appeared: normal by day 3., [Individual eye irritation

scores are presented in Tables l]l and 1V,

CONCLUSION

Under the conditions of this stud_y. _was a

slight eye irritant.
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(1) Cornea

(2)

(3)

(R) Opacity-degree_ of dgus 1y (
No opacity . . o s o T o
Scattered or dfffuse area, det:
Easily disceraible tr j_slucen

Obmm *. s e Q .'1
Opalescént areas, no. details of iris yisible
barely discernible 1. o"c ¢ s e ¢ 6 ¢ a0 o s o o o0 o 0.

Mq&e,—ﬂ'ﬂ ﬂﬂf“ﬂe‘. . o.c .-- . o p ' ® e s 6 5 6 ¢ o
(8). Area of cornea involveld .

One quarter (or less) but notzero.. O |
Greater than one quarter. but less than’ ha’lf e s a0 s 0 s = 2
Greater than one half, but less than three quarters . . . .. 3
Greater than three quarters, up towhole area . . . .. . . . 4
Score equals A x B x § : ‘ Total Maximum = 80
Iris :
(A} Values
mmal . L] » - . L] L C . ' - [ 4 ] * ‘e » [ I 2 - L] [ ] [ - - L] a L ] L ]
Folds above norma!, coengestion. swelling, circumcorneal
injection (any or all of these or combination of any thereof)
iris still reacting to 1ight (sluggish reaction is positive)
1

Ko reaction to light, hemorrhage, gross destruction (any or ali

ofthese)c.Q....O....O...l...l.... 2
Score equals A x § : Total Maximum = 10

ConJunctiva
(A) Redness (refers to palpebral and bulbar conjunctiva excluding

cornea and iris)

Vesselsnormal....'.................... 0
Vessels definitely injected above normal o . . + v + ¢ &+ o &« & 1
More diffuse, deeper crimson red, individual vessels not
eesﬂydisce‘rhible.....,,,.v,.........A. 2
) Di ffuse beefy red [ ] “ L] L] - [ ] L [ ) * & @ L ] L] L] L2 - L ] L] L] L ] L] L ] 3
(8) Chemosis : : _
Msn]ling-u-ldolo.otcconvuoooonna- 0
Any swelling above normal (includes nictitating membrane) . . 1
Obvious swelling with partial eversion of 1ids . . . . . = . & 2
Swelling with lids abdut half closed . < . . « . « « ¢ ¢ o & & 3
. s 4

Swe_lling with 1ids about half closed to completely closed
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() Nséh‘a"ige
No discharge |

0

‘amounts observed :§A ihne 1
Discharge with mofstening: ¢ : )
3

0

adjacent to Tids & o
Discharge with moisten Ing. of ‘the Hds._, mai rs, and
considerable area arpund the eye . 4 o &« o « o o o o &
Score equaTs (A +8 + C) x g Total Maximum = 2
The maximum total scorle is the sum of aH scores cbtained for the
cornea, iris and conjunctiva. Total maximum score possible 110.

1 Drafze, J. H., "Dermal Tox1cit_v. , prafsal of the Safety of Chemicals
in Foods, Drugs and Cosmetics. The kditorial Committee of the Association
of Food and Drug U?Hchls of the United States, Au:.tm. Texas, 1959, pp.
46'590 ’
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Slight (1)

Mild (2)

Moderate (3)

Moderate to Severe (4)

Severe (5)

No i%jﬁgj} cornea within normal limits,
R 4 o

Epithelfal changes visible only with biomicroscope
(may, include localized ares of mild injury).

Opacfty visible with ophthalmoscope or 1ight but
showing epithelfal changes only with biomicroscope
(may include localized area of moderate injury).

Opacity visible with ophthalmoscope or light but
showing epithelial and stromal changes with
biomicroscope (may include localized area of
severe injury}.

Opacity visible with ophthalmoscope or light but
showing epithelial and stromal changes and
endothelial relucency with unremarkable swelling.
This type of injury shows evidence of healing
(reversible damage) within 14 days.

Opaqueness or opacity visible with ophthalmoscope
or light but showing epithelial and stramal
changes and endothelial  relucency and swelling or
other distortion. This type of injury does not
szow;evfdence of healing (permanent damage) within
14 days.

No biomicroscope evaluation performed.
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Mild (2)

Moderate (3) .

Moderate to Severe (4)

Severe (5)

Stight (1) = Ep

'shgw evidence of healih
) l"days. ’ .

$ible only with biomicroscope

‘area of mild injury).

Opacity visible with ‘&Sﬁtha!mscope or light but

showing epithelial changes only with biomicroscope
(may include Tocalized area of moderate injury),

w_zﬁi-ty; y_}_sf-ih‘;]é;gjth,‘-o‘p_'!lthalnoscope or light but
'Shgﬁng‘_ ‘epithelial and stromal changes with

‘bidmicroscope (may include localized area of

severe injury)..

| - .
Opacity visible with ophthalmoscope or 1ight but
s-:rdn_g epithelfa) .and Stromal changes and
endothelial  relucency with unremarkable swelling.
This type of .injury shows evidence of healing
(reversible d‘am_age{'wfthin 14 days.

! i -

Opﬁqueness- or opacity visible with ophthalmoscope
or (Jight but showing epithelial and stromal
chénges and endothelial relucency and swelling or
other distortion, - This type of injury does not

g (permanent damage) within

No ;jbi omicroscope evaluation performed.
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Rabbit Number 1 L% -1 . 2 3
19230 : r__Hours D Days _ Days
Cornea ; L
Opacity -1 1 1 1 0
Area 4 4 4 i 0
Iris Y S S 0 0
Conjunctiva
Redness 0 0 ] (4] 0
Chemosis 0 0 0 0 0
Discharge 0 0 0 0 0

0 Biomic of cornea ' - - e - -

Fluorescein Stain Examinations: negative at all intervais.
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Biomic of cornea

R_i 1 .
19231 Hour urs . Day  Days  Days
Cornea . . o
Opacity 0 (1] 0 0 0
. Area -0 0 0 0 0
Iris 0 0 0 0 0
Conjunctiva
Redness 0 0 0 0 0
Chemosis 0 0 0 0 0
Discharge 0 0 0 0 ]

Fluorescein Stain Examinations: negative at all intervals.
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