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MAY 221991 

Mr. Joseph C. Pavelchak 
Schering-Plough Animal Health 
Schering-Plough Corporatinn 
P.O. Box 529 
~enilworth, NJ 07033 

Dear Mr. Pavelchak: 

"". 

subject: Dioctyl Sodium Sulfosuccinate (DDS) from Active to Inert 
Ingredient 

Aurimite 
EPA Registration No. 45860-1 
Your Letter Dated April 15, 1991 

The amendment 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. Under the Directions for Use, add the 
instructions for clarificatioll to aid the 
proper use of the product: 

following 
customer's 

Shake well before usinc Cleanse ear thoroughly. Apply 
the recommended drops . nto ears twice daily for 7 to 10 
days. Repeat treatmen·c in two weeks if necessary. 

Body Weight 
5 to 15 lbs 
15 to 30 lbs 
30 lbs or over 

Dosage 
4 to 5 drops 

5 to 10 drops 
10 to 15 drops 

• 
D~AGN08181 Ear mites usually induce the formation of a 
dry, dark brown, waxy exudate with crusts in the ears of 
Dogs and cats. Ear Mites aay be detected by placing some 
of the ear exudate on a dark surface and carefully 
watching for the movement of. tiny white specks away from 
the exudate. Inflamed, watery, or blocked ear canals 
indicate a more serious condition with requires:.......:t;:,;h;,;;e ___ _ 
SEt' ices or a vete"CWiOlU\N&s .---" ... _._-,.-----

SYMBOL ~ ••• (.~.'tt: .... ................ __ ................................. _ .................................... ! .... _ ................. _ .......... . 
SURM*£' .l." ••••••••••••••••• D"TII •• .•••••••••••• ••••• • ................ ................. .. .................................. _ ............ T·_···· ........ • 
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2. Add the following precautionary statement under Hazards 
to Humans and Do.estic Ani.als, "&voi4 oODtaot with .y ••• 
~lu.h .ye. witb pleDtyorwat.r. Get •• 4ioBl atteDt10D if 
irritatioD persists.", after the statement, "Avoid 
contact with skin.". 

3. The product is used for the control of ear mites 
(otodectes cynotis). Thus change the front label panel 
statement to read: 

"For use as an aid in controlling ear aites in the ears 
of dogs and cats. 

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. 

This letter also acknowledges the removal the Oioctyl Sodium 
sulfosuccinate (~DS) from active ingredient to inert ingredient. 
However, since the product formulation has changed significantly 
from when it was first registered, you must submit a complete set 
of product chemistry data. Please submit a revised Confidential 
Statement of Formula including the certified limits in column 14. 

Enclosure 

cc Denise Greenway 
S~D 

Sincerely, 

George T. LaRocca 
Product Manager 15 
Insecticide-Rodenticide Branch 
Registration Division (H750~C) 
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• • Silk Screened label for the 16 oz. l~ttle 

~ 
U.S.A. 

Aurimite. 
For 1M ... lid In con" •• ticks ...... 

Inthlll,. ot .... ndc.ts. 

Act'" ..... , .. : ,~jUtlyi j. 1liiI' .... 
IIuIIIIiI! ... O.IM~ pynIlhili, 1.491 p" 1IIf' 

:i aillt1l. 
_I'. r II: !I&.iIK. 99 . If 7 

or .. I .1lft1l ......... ".P4." ..... 
... a~lI .... 0 .. 

KEEP OUT OF REACH OF CHIlDREN 
CAUTION 

SIt ... ,... ...... · III,..,. .. 

16 R.. oz. (1 PIJ 

SCflERING CORPORAT'O'J U'S·A 

••• •• • • • ••• • •• • • • • • • • • • • • •• • • • • • • • • •• • • 

• • .. : .. . 
•• •• •• • • • •• ••••• • • • • • • • • • •• •• • ••• • •• 

• • ••• • • • ••• • • 

••• • • •• .. :. 

• 

OIIIECTIONS FOIl USE: II is I Yialllian '" federlilaw to 
uselllil prIIUl ill I .... iCOlIIisIInI with ils libeling. 
ShN well ....... 'WI 10 .. into •• lwa 
• .If 1IIl11D1 lAd ..... IIUsl it 

PRECAUTIONARY STATEMENTS 
HAlAIIDS TO HUMANS 

AND OOMESnc ANIMALS 

CAUTIIN: ...... if ........ Mid irNlllian '" ... 
poll. Awid canllcl willi ..... Willi ClllUlliMI~ stin '"'*"" willi .... lAd _. Mid ........ ian" bid 
1Ad_. 

STOIIASE AND DISPOSAl: Stoll it ............. in 
laded ....... lID ....... 1IIII".IIir2I ....... , .... .......... . 
DisconIiu lISt II1II cannIt I _inlliin if infKlian 
PlllIiI!s. 

OistIiIIuItd .., 
I.,in, ""1/111'11; U.lh KIf",us III. NJ IlID 

Scheri 

_ .................. IIIA ..... _ ... ,_r ~q! I 

I =---- --I :. . - - -
ACCEPl'ED 

WIth COlfllENTS 
Iu EPA Letter Dated: 

MAY 221991 


