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MEMORANDUM:

Subject: EPA Reg. No.: 28293-11

‘ W e
From: Mark J. Perry, Biologist 't,ﬁr

Precautionary Review Section
.~ Registration Support Branch
Registration Division (H7505C)

%
To: Richard Mountfort, PM 10 ,/ﬁi 74
' Insecticide-Rodenticide Branch '
Registration Division (H7505C)

Thru: Thomas C. Ellwanger, Section Head
Precautionary Review Section
Registration Support Branch
Registration Division (H7505C)

Applicant:Unicorn Laboratories
1002 118th Ave. North
st. Petersburg, FL 33716

FORMULATION FROM LABEL:

Active Ingredient(s):
Pyrethrins ...... cesesssnsses ceeesasenens cecmareseee 0.150
 piperonly Butoxide, TeCh ....eceeceoccccncennonnrenrs 1.500
N-Octyl bicycloheptene dicarboximide .....cccccceen .. 0.333

Inert Ingredient(s): ..cecceccecece. M esecsassacsensssanese 98.017
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BACKGROUND

Unicorn Laboratories submitted primary eye and skin irritation
studies for the product Unicorn Ligquid Pet OSpray. The eye
irritation study was submitted as 6(a) (2), adverse data since one
animal exhibited corneal opacity and jrritation on day 21 of the
study. The current precautionary labeling for this product includes
the signal word wcaution." -

Unicorn Liquid Pet Spray contains the active ingredients
Pyrethrins (0.150%), Piperonly Butoxide, Tech (1.500%) and N-Octyl
bicycloheptene dicarboximide (0.333%). Both studies were performed
by Biosearch Incorporated and the MRID numbers are 426356-01 and
426356-02. . )

RECOMMENDATION

The primary eye and dermal irritation studies are acceptable
as core guideline data. ‘

LABELING
1., The appropriate signal word is "DANGER."

5. The Precautionary Statements should include the following prior
to any additional statements:

Corrosive, causes irreversible eye damage. Do not get in eyes or on
clothing. Wear goggles or face shield when handling. Wash
thoroughly with soap and water after handling. Remove contaminated
clothing and wash before reuse.

3. The Statements of Practical Treatment should include- the
following prior to any additional statements: :

IF IN EYES: Hold eyelids open and flush with a steady, gentle
stream of water for 15 minutes. '
IF SWALLOWED: Drink promptly a large quantity of milk, egg whites,
gelatin solution, or if these are not available, drink 1large
quantities of water. Avoid alcohol. Do not induce vomiting.

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the
use of gastric lavage.

NOTE TO PM: Due to eye irritation, this product meets the criteria
for restricted use classification. The PM should decide if the
1abel contains sufficient alternative labeling language to offset
the hazard and the need for this classification.

NOTE TO PM: Due to eye irritation, this product meets the criteria
for child-resistant packaging.
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NOTE TO PM: The above precautionary labeling requirements are based
on the results of the submitted eye and skin irritation studies.
Oother precautionary labeling currently on the product label cannot
be reviewed for acceptabliity since additional .supporting acute
data is unavailable. ‘
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DATA REVIEW FOR ACUTE EYE IRRITATION TESTING (§81-4)

Product Manager:10
MRID No.:426356-01
Testing Laboratory:Biosearch

-Author(s) :George E. Moore

Species:Rabbit
Sex:NA
Weight:NA
Source:Buckshire Corp.
Dosage:0.1 ml.
Test Material:Unicorn Liquid Pet Spray
Quality Assurance (40 CFR §160.12) :Present

Summary:
1. Toxicity cCategory:I

2. cCclassification:Guideline

Reviewer:M.

Perry
Report Date:8/13/92
" Report No.:92-7576A

Procedure: A 0.1 ml dose of the test material was placed into one

‘conjunctival sac of each animal and the eyelids were held together

for approximately one second to prevent loss of the test material.
All test eyes were evaluated at 1, 24, 48, 72 and 96 hours and at

7 days. Some animals required evaluation at 14 and 21 days.

Results:
(number “positive'/number tested)
" Observations Hour : Days
| 1 1 2 3 7 14 21
Cornea Opacity 1/6 6/6 4/6 | 4/6 | 3/6 2/6 1/2 ;1/1
Iris o/6 | o/6 | o/6 | o/6| 1/6 | o/6 | 0/2 | 0/1
conjunctivae ‘
Redness 6/6 | 6/6 | 4/6 | 3/6| 3/6 | 1/6 | 1/2 | 1/1
Chemosis 6/6 | 6/6 | 3/6 | 3/6 | 3/6 | 1/6 | 1/2 1/1
Discharge* 6/6 '6/6 | 3/6 | 2/6| 276 | 176 | 172 | 1/1

* Not considered "positive®

comments: Fluorescein dye results were considered in the above

opacity scores.

Due to the presence of corneal opacity and

irritation at 21 days, this test material is in category I for eye

irritation. - .
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DATA REVIEW FOR SKIN IRRITATION TESTING (§81—5)

Product Manager:10 ~ ‘ _ Reviewer:M. Perry
MRID No.:426356~-02 Report Date:8/10/92
Testing Laboratory:Biosearch : Report No.:92-7576A
Author(s) :George E. Moore
Species:Rabbit

Age:Not provided

- Sex:NA

Weight:NA
Dosage:0.5 ml
Test Material:Unicorn Liquid Pet Spray
Quality Assurance (40 CFR §160.12) :Present

Summary:

1. The Primary Irritation Index = --

2. Toxicity Category:IV

3. Classification:Guideline
Procedure: A 0.5 ml dose of test material was applied to clipped
exposure sites and occluded for a period of four hours. Dermal
evaluations were performed at 30-60 minutes and at 24, 48, and 72

hours.

Results:No dermal irritation was cbserved during the evaluations.



. UNICORN .
‘ LIQUID PET SPRAY
FOR CATS * KITTENS * DOGS * PUPPIES
KILLS:'FL]_E}AS, LICE, TICKS, and EAR MITES
- ALSO KILLS.EAR MITES ON RABBITS
‘Repels Tempofarily Gh#ts, Flies, Mosquitoes

‘ACTIVE INGREDIENTS:
Pyrethrlns.........;.;........l;........

. Piperonyl Butoxide, Technical*........: ._ 3
L N-Octyl blcj.cloheptene dlcarbox1m1de. PRI

INERTINGREDIENTS S U ST S P

ether and Q. 3% -of- related compounds‘ P

Keep Out- of Reach of chlldren

~Underihe Federal tnsedlCldeu S S A
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ist.- Petersburg,-_Florld& 33716 -
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PRECAUTIONARY STATEMENTB

Hazards 6" Humans “ana Domestic Anlmals;*'~jif;f”'~""

AUTION: Harmful 1f swallowed or 1nhaled. Av01d contact w1th eyes. "In case
f contact 1mmed1ately flush eyes -with plenty of water. Get medical -
ttention if irritation persists. Avoid breathing mist. Avoid contamination
f food. Wash hands with soap and water after us1ng. Avoid treatment of
ursing kittens and puppies.: If treatment is necessary, spray on tips -of

ingers and rub into coat. Remove birds and cover flSh aquariums before
reatment. .

";fst&tementiof?PractieaLﬂTreatment-*Héiaaa.“dppk-b}ﬁ

¢ SWALLOWED: Call a physician or Poison Control  Center. Give mllk -or

. water._ Do not 1nduce vomltlng because of. asplratlon hazard
¢ IN EYES: fFluSh with. Plenty of water. Get medlcal attention.
éﬂoﬁiskiﬁ!-*ﬂCWash off Wlth soap and water.f““'“?"

) Env1ronmenta1 Hazards

115 product 1s tox1c to flsh.,y

ths1ca1:orWChem1ca1 ﬂazards

;AﬁMAgﬁE;E?e Keep away from heat and open flames.~wh

DIRECTIONS FOR USE

£ : ap. el Cover anlmals eyes ]
th' hand and”- Wlth a flrm.fast stroke, 16 . get” a proper spray mist,. spray“‘
ad,,ears and. chest until dampt “With . flnger tlps Tub. <into face around
uth nose and- eyes.. Then spray neck mlddle and. hlnd quarters, flnlshlng
gs’ laSt “For best. penetrat;on of spray to. skln, dlrect Spray . aga;nst the
tural® lay Qf‘the.halr. el d long~ha1red rdégs: “rub-iyeur -hand:: against~the lay?
the hair, spraylng the ‘ruffles hajir ‘directly behlnd the hand. :

ray thoroughly wets tlcks.; Repeat treatment as’ needed

.-

ies: and Klttens.- Treat same as . cats and -d«

ttens spray only along back or on your fl
ngermtlps.uﬁ'm-....”

ogs- exeept nuﬁslnc puppres and. -
nger t1ps and rub an “1th your :

S I SR « .“'
S .-'..:' €L

r Mites: Whlle holdlng pet flrmly, fill each ear canal half full o‘ spray
d massage base of ear to insure that insecticidal" action penetratts ear

Repeat treatment. -@Very - other ~day.tuntil: cond1tlon 1s relmeved.;ﬁvu.'
_provement 1s usually noted after two appllcatlons. RIS

R PN T
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t Sleeplnq Quarters-' Spray around baseboards w1ndows, door frames, wall .
acks and loc¢al area-of floors., If mosquiitoes, ‘gnats or’lice-are: iprasent,’; SRR

ray lightly into-the air. Repeat as needed. The- beddlng should be sprayed
i then replaced w1th fresh beddlng for best results.
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Horses: 7o control- Stable flies;~horse«fliés, deer flies and face

flies,. apply%tO'face, legs, flanks topline ang other‘bodyhareas

_.¢Qmmcnly,attagkednbywthese ?}iESV;.Rep?at treatmentyasfneedéd;_ji“’f'

treatment’ as needed.
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