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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

JAN j 1 1994 

Mr. Joseph C. Pavelchak 
Schering-Plough Animal Health 
Schering-Plough Corporation 
P.O. Box 529 
Kenilworth, NJ 07033 

Dear Mr. Pavelchak: 

Subject: Amendment - Revised Labeling and Confidential Statement 
of Formula 

Aurimite 
EPA Registration No. 45860-1 
Your Letters Dated August 10 and November 3, 1993 

The a~endment referred to above, submitted in connection with 
registration under the Federal Insecticide, Fungicide and 
Rodenticide Act, as amended, is acceptable provided that you make 
the labeling changes indicated below prior to release for shipment 
of product bearing the amended labeling. 

1. Since the product is limited to use by veterinarians, you 
do not have to add the paragraph on -DiagnoEis· in 
paragraph 1 of our May 22, 1991 letter. 

Submit five copies of your final printed labeling before you 
release the product for shipment. A stamped copy of the labeling 
is enclosed for your records. 

The Confidential Statement of Formula (CSF) dated August 10, 
1993 will not meet the label claim for the nominal concentration 
for the active ingredients. The upper and lower certified limits 
are based on the pure active ingredient rather than the technical 
or concentrate. Refer the PR Notice 91-2 and 40 CFR 158.175 for 
guidance and revised the CSF and the labeling ingredient statement 
to reflect the nominal concentration of the pure active ingredient. 

Sincerely yours, 

George T. LaRocca 
Product Manager 13 
Insecticide-Rodenticide Branch 
Reaist,atioD piyisigp (H75Q5C) 
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DIRECTIONS FOR USE: It is a violation of Fedelallaw to 
use this product in a manner inconsislant voi1h iti labeling. 
Shake well before using. Cleanse ear 1honIughIy. Apply the 
recommended drops into ears twice daily for 7 to II days. 
Repeat treatment in two weeks if necessary. 

Body Weight Dosage 
5 to 15lbs 4 to 5 drops 
15 to 30 Ibs 5 to II drops 
30 lbs or over II to 15 drops 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: H.1fmful if swallowed. AYOid inhalation of va· 
pors. Avoid contact with skin. Avoid contact with eyes. 
Flush eyes with plenty of water. Get medical attention if 
irritation persists .. Wash contaminated still ~ with 
soap and water, Avoid contamination of food and water. 
STORAGE AND DISPOSAL: Store in cricinal bottle in 
locked storage areas. Do not reuse bottle. hmse thorough"/ 
before discarding in trash. 
Discontinue use and consult a veterinarial if infection 
persists. 
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Aurimite® 
For use IS In lid in controMino elr mites in 
the elrs of dogs Ind CltS. 

\ 

ActM Ingredienls: 0.04" pyrethrins. 0.49'1. piperooyI 
bumide technical.' 

Inert Ingredients: 99.47"1t 

.~ to 0.392" 01 tbutyltarbitylll61NopyIpipeioil,11 
IIhIr and 0,098'rt 01 nIIIed tIlfIIPGII1d5, 

For Veterinary Use Only. 

KEEP OUT OF REACH OF CHILDREN 
CAUTIQN: S" r.lr panel for Idditional 
preClUtlOlll 

EPA Rev. No 4586().1 

1) Fl. oz. (1 PT.) 
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