
) 

) 

,'/-.5J- - , 7 

UNITED STATES ENVlRONMENTAL PROTECTION AGENCY 

RocCorp, Inc. 
P.O Box 785 
Bnmswick, OH .... 212 

Attention: Mr. William Donze 

WASHINGTON, D.C. 20460 

Jul" 17. 200 I 

Subject Hilo Ear Mite Remedy for Dogs and Cats 
EPA Reg. No. 1 .. 52-17 
Your letter of July 4, :200 I 

OFACEOF 
PREVENTION, PESTICIDES 
AND TOXC SUBSTANCES 

The name of record for this product is "Hilo Ear Mite Remedy for Dogs and Cats". Because you 
only market a "dog only" and a "cat only-product_ we are stamping two labels under the additional 
brand names of "Ear Mite Remedy for Dogs" and "Ear Mite Remedy for Cats". It; in the future, 
you would like a combined label with both dogs and cats, you would need to submit for our review 
three (3) copies of revised labels ,vith both claims on the label. 

The labeling submitted with the above letter, under the Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA) is acceptable. prO\.ided you submit one (1) copy offinal printed labeling 
to us, with the following changes, before you ship your product. A copy of the stamped label is 
enclosed for your records. 

Labeling 
changes 

A. Card Label 

Revised the Ingredient Statement as follows: 

The percentage of''Rotenone'' and "Other Associated Resins" is "0.40%". 
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B. Bottle Label 

I. Revised the Ingredient Statement as follows: 

The percentage of , 'Rotenone" and "Other Associated Resins' is "OAO%" 

2. Align "ACTIVE INGREDIENTS" AND "INERT INGREDIENTS" to 
the same left margin. 

Stocks of existing labels may be used for eighteen (IS) months. 

If these conditions are not complied v\l1th. the registration will be subject to 
cancellation in accordance with FlFRA section 6(e). Your release for shipment of 
the product constitutes acceptance of this condition. 

If you have any questions about this letter. please contact me by phone (703-305-
5407), fax (703-305-651)6), or E-Mail (peacock.dan@epa.goy). 

I. Stamped label 

Sincerely, 

Daniel B. Peacock. Biologist 
Insecticide-Rodenticide Branch 
Registration Division (7504C) 

2. Minimum Type Size Requirements for Final Printed Labeling 

A:\Rotenone\1452-17 July 2001.wpdJuly 17, 2001 
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EarM;te 
Remedy 1r.~Dogs 

Efiemt'e 
in killing 
ear mites 

ACTIVE INGREDIENTS: 

Rotenon •............................... 0.25% 

IlII1er Associated Resins ........ 0.50% 
INERT INGREDIENTS ....•....... 99.25% 

100.00% 
(Includes 2.5% Benzyl Alcohol) 

CAUTION.. 
Keep oUt oIReach Of Children. 
See back paIJOIfor additional precautionary _ 

. No. 1452-17 EPA Est No. 1452-01+1 
PO Box 785, BrlIlswick, 00 44212 
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I EarMite 
i Remedy For Dogs Effective in killing ear mites 

RETAIN THIS CARD UNTIL BOTTLE IS COMPLETELY EMPTY. 

PSW:AIITIONARY STATEMEHTS 
IU.ZARDS TO HUMAMS AND DOMESTIC ANIMALS 

c.wmoH 
Ma, te harmfij if swallOwed, abSorbed mrough skin, 
or 11aIe<I. causes eye initation, AYOid contact with 
skit. ayes. or dotting. Avoid in':aIatioo of spray. wash 
ttl:mo;;tlly with soap and water after handling. 
Renote contaminated dothing and wash thoroughly 
~reuse, 

ARST AID 
Ha'''!abeI with )IOU when ootaining treatment aclvise. . .-

• Gafl a poiSOn corrtroI center or doctor immediately 
b treatment adVice. 

• I-3ve person sip a glass of water if able to 
~k>w. 

• ~ oot induce YOITliting ooIess told to do so by the 
pl:son COI'I1:l'l) center or 00cI0c. 

tf .. 5tin CI' cIoIting 
• 1& off contaminated dOtfW'rg. 
• liInse skin irrrnediately witIl plenty of water for 

15-20 minutes. 
• Cal a IXlIson control center or doctcr mmediately 
b" treatment advice. .-• IA:M person tl fresh air. 

• rf pecson is rd bfeathlng, cal an ambulanc:e, 
.... !tie artIfi:iaI """,ration, preferably mouth-
1>-<nOU!h •• possible. 

• cal a poison control center or doctor Imme<lately 
t:r treatment acMce. ... -• +ad eye open and IinSe SIowty and gently witI1 
IIIIIJef 101' 15-20 mlootes. 

• ~ conta::t lenses, If p-esent. after the first 5 
mnIleS. then contirJJe rlrSlg eye. 

• r.aI a polson control center or ooctor fmmeclately 
ttl" treatment~. 

~EHTAl.IlAZARDS 
ThiS ;nx\Ict Is extremely toxic tl fish. 00 not 
contaninate water when dIsposnJ of product. 

DIlIECTIOHS FOR USE 
It is a violatiOn of Federal law to use tns product in :; 
IT'.amer inconsistent with its labeling 

PUS 
PREllIEATMENT DIRECTIONS 
RE.J.D ENTIRE LABEL BEFORE EACH USE 
t.$E ONlY ON OOGS TO KIlL EM MIltS- Do not use :tl 
animals under 12 weeks 
SPEQAl ANIMALS: Do not use ttWs pro:1d on 
debiltated, aged, pregnant. rusing, or mea::ated W-S. 
Ml\'ERSE REACTION INFORMATION 
SensltiYitles may occur aftef using /JH'( pestiCIde 
prodJct for pets. n signs of sensitivity lX:CtJ". consul< a 
~ immediately. 

DU6IIOSIS FOR EAR MITES: Ear ""'" """"y 
indlJde the formation of a dry, dark brown. w:ar.y 
exooate with crusts in the ears of dogs. Ear rrites ITI2Y 
be CIetected by plaCIng some of the ea'" exudate on a 
din surface and carefully watcting fof !he rnoveme:1 
01 tiny while specks away hom !toe eruIaIe. 0Jflamec. 
watery, or bloCked ear canaJs irdcate a mere serious 
anItion vtich requIreS the seNIces ct a veter\naria1. 
Afl'UCA1IOII DIRECTIDNS: Wt;Ie _ pet_ 
,. ea::fl ea'" C3l8I half M of ... Ear IIIIt RImedy 
for Dogs and massage base of ea' to ian that 
flsedIcidal action penetrates _ wax. 
RfAPI'IJCAlIOII DlRfCIIDHS: 00 rd _ prodtd 

Ilr 1 Clay. """",emen11s usuaIy noted _lwo -ST1l8AGE AMI DlSPDSAI. 
~Sllnonlyin __ ~acry_ 
_ m children and pets. 
_llOrdreuse empIy __ 

wnp ., newspaper and tIscard i"I trasI\. 

III
~' TRUNCATIDoNJl1 11::5..1 

o 83929 10501 B 
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~. REAlI EITIIE I.AlIEl. i!IERIIE EAr2 IlSE 
USEDaJ<II DOSS 

tSII'IIIIdIIII-AFtinI •• a1n!l/"IIlICI 

Ear Mite 
lI.mnwr~wIIIlt5l1Deinll-

~) 
.. pellmty. FI arw ew ana' IIIf fIj 
.. EM lITE !EIIEDt 1IIa!>Sagl mse 01 

Reme4y For Dogs h ew u IIstrtUt $OkJWI n mr .u 
flD!at MIl otMr daoy unI cumI!Inn $ 

Effet:tne I. Killing &r Mites r*MI.~oI._1I1IISaIIIl 

ACTIVE IHGRiCl8iTS: RoIEOOIle 0.25% :n1lRllly.1I'1Jft!d .. \IIt~Do 
0ItI!J Asscc.ale<l Res.-.s 0.50% fIIltt!llll~Ies:s"'12.a!a. 
INERT flGFEDIENTS: 99.25% SICl !IetiIbRd. _ IftIIIIMI, IIII!dat!d 

(\1Ckxies 2.5% Benzyt AIcohon !f IIIWIg dogs.. NOT RlfI USE ON HI.WICS. 
CAIIIIOII 

S.KWi; .. .,;';gtad'~~ Keep ()Jt 0' ~am 01 Ol;ldren 
addIiollll auIiDns.nd ~ Met 0:nIent: , n. o.z. 

LOTII EXP. DATE EIf,~IIl.I452-I1EPlEst IkI.l~J1-1 

fU(Mp. K. RIISID. OM &C'"1 

----
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EarMite 
. Remaly ForCaa 
",.".,. ..... far .... 
.cTWE1NIftlEffS: ..... ~ 

ot.AIBIaIId AIIN~ 
En' IIGRBlIEIfTS: ~ .-2.9. BenzyI~ -_()d: (I AaII:h (» D*nn 

Net CcInIId: 111.. Gl. ........ 

JUl 1 7 2m1 

Eiiectif'e 
inkiJling 
ear mites 

ACTIVE INGREDIENIS: 

Roteoone ............................... 0.25% 

Other AssocIated ResIns. ....... 0.50% 

INERT INGREDIENTS ............ 99.25% 

100.00% 
(Includes 2.5% Benzyl AlcohoQ 

CAU110N 
Keep Out Of Reach Of Children • 
See back panel for_nat 
preca~ 018_ 
EPA Reg.,.,. 1452·17 EPAEsI. No. 1452·0H·1 
RoeCorp~ .. PO Box 785, _ OH 44212 
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Ear Mite 
Remedy For cats Effective in killing ear mites 

RETAIN THIS CARD UNTIL BOTTLE IS COMPLETELY EMPTY. 

PftECAlIIIOIIAIIY STAT£MEHTS 
HAZARDS TO HUMANS AND DOMESTlC ANIIIlALS 

CAUTION 
May be harmful if swallowed, absorbec through SIGn, 
or inhaled. causes eye irrttatlon. Avoid :::ontact witt 
Skin, eyes. or cIoltiing. Avoid inhalation :rf spray_ 'Nash 
tnorooghty wi1tl soap and water after li'andling 
Remove contaminated clothing and wasI'l thort:t>.IgI1ly 
before reuse. 

RRST AID 
Have !abe! with you when obtairMg treatment~. 
If swanoMd 

• call a poison control center or docU immmtely 
for treatment advice. 

• Have person sip a glass of water If able to 
swallow, 

• 00 not induce vomiting unless tole 10 do so C, the 
poiSOn control center or doctor, 

" on skin or clothing 
• Take off contaminated clothing. 
• Rinse skin immediately wttn pIerrty 01 water lor 

, 5-20 minutes. 
• Call a poison control center or docD' immKiately 

for treatment advice, "-• Move person to fresh air. 
• If pefSOIlis not breathing, call an ambulance, 

then gtve arti1IcIaI resPiration, preferably I1'ICdh
... mouIh.H_ •. 

,. Call a poiSOn control center or CIoCD immeclately 
for treatment advice. "In_ 

• Hold eye open and rinse slowly and gently wiIh 
watBr for 15-20 minutes, 

• Remove comact lenses, If present after the tnt 5 
minutes, IIlen _ "osing .... 

• Call a poiSOn controt center or doc:b" ImrnfIII:ate/y 
for treatment advice. 

ENVIRO"'E/lTAI. HAZARDS ".. _Is _moly toxic 10 IIsIL Do rot 
_wale< wilen ~_ ~ oro<lJct 

DIRECTIONS f{Ift USE 
It is a 'o'io~tion 01 ~raJ law to use this product in a ' 
manner 1\"ICOf1Sist;;t with its labeling, 

PETS 
PRETREATMENT DCRECTIONS 
READ ESTlRE ~ BEFORE EACH USE 
USE OPl...Y ON CATS TO KIll EAR MITES: 00 not use on 
animals tJI1der 12 weeks, 
SPECIAl ,&JolIMALS: Do not use !his product on 
debilitred., aged.. ;:regnant, nurslng. or medicated pets. 
AD\'ER:SC REAGn(H INFORMAnON 
SensitMties may oo:ur after using ftNf pesticide 
product: tor pets. II stgns of sensitivity occur, consult a 
vetemaian immej;ate~. 

DlAGNOStS FOR EAR MITES: Ear mites usually 
indude 1!le formata1 of a dry, Clark brown, w~ 
exudate with cruslS II the ears of cats. Ear mites may 
be deteded by pIDlg some of !tie ear exudate on a 
Qar1( SI.J'1a:e and C3"efully watching tor the movement 
~ tiny YihII! spedcS away from the exudate. Innamed, 
watefy,« bIocke<I_ canalS Indicate a more seriOus 
COIXItiIXI which te!JJI"es the services of a veterinarian. 

APPI.CATJON DIRECTlONS! WhIle holding pet firmly, 
fill each ear carB half full of Hilo Ear Mite Remedy 
fer &III and ITl8$SaQe base of ear to Insure that 
Insectk:iCIaI action penetrates ear wax. 
R£APPlJCA11OfI DIlECTlONS: Do not reapply product 
for 1 daJ lmprovement Is usually noted after two 
appIcaIoos. 

STUMoSE AND DISI'OSAI. 
StorIgc store edt in original container, In a dry place 
lnaa::essIlIe to chben and pets. 
.....-: 00 rot !Me eIllIlty _ Secure~ 

wrap II newspaper and <Iscard In trash. 

111

'" TRUNCATED .• 111 FOR ~'1'Tz'kONL'f. 
PRINTER TO • 

1I,,:':Liidl 
o 83929 15201 2 
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Ear Mite 
Remedy For Cats 

Eft.cllre I. Klm_, &r ",,.. 
o\CTlVE ~~TS: ~3IOfIe 0.25% 

Ottle"~C'df\e!;r"sO,5(l'<\, 

IN::;::- JrfGRmIEN~ '*125% 
(JlcliJ:BS 2.5'lt1 Benzr AIcohon 

CAIJI10II 
Keep ::u ()' Reach ry; O1lklren 

IF.'!~ent 1",:z 
_OT. EXP. DATE 

~ 
PANTON:E i 

1205 CY I 

PANTONE 
BlackCY 

IlEAl an.t.E. __ IEMI _ 
_ -.I_cas 

Itba ....... IfFedlrll ••• 1II11'11111d .a_ ........ Il~ 
Ik*I pet InIIJ FlIIIIIIr _ cnll:II' U 

1IIIh EM lim REIIJI't tIasa;e tIDe 01 
'he at" 1IstIUe'" _ ea' 1m. 
Repeal MJ 00. cIly _ antt. ts 
reIIted. 5yIIpIoIIs If .... ~ 
are usudy iIIlfO'I"IIlIlIIo IQIIica1R. Do 
ootuse OIIldt1a'1s leu .'2..-s:lld, 
silt, IIebII1lIed, _ ~ IK!Ikn!d 

It rmP:I tills. NOT fOIl LISE:fIII.lloIfCS. 
See ICCOIfIP8nying .!aCt CMI j)r 

Iddifional c:avtions MId ~ 

EPA~ Jk US2-17Ef'oEst "1~1 
1IotC<wjJ. K, BII.ItSMX. :lH 4421l 

Use PANTONE ~.~ATCHING SYS-:M for 
accurate (clor reDresenta: on. 


