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2 . .
\"EPA Environmental Protection AQBI’ICY Amendment -
Washington, DC 20480 v | Other 259574
Application for Pesticide - Section |

1. Company/Produet Nurczs 2. EPA Product Manager 3, Proposed Classification
/73-87 _ George LaRocca D None D Restrictsd
4. Company/Product (Narm PP
Aurimite 13
5. Name and Address of Acplicant finclude ZIP Cods) 6. Expedited Reveiw. In accordance with FIFRA Section 3icH3)
Schering-Plough An:mal Health Corp. (b}{i}, my product is similar or identical in compaosition and labeling
1095 Morris Avenus to:
Union, NJ 07083 EPA Reg. No.

D Chack if 'hs is 8 new gddress Product Name

Section - i

L_I Amendment - Expluin below. D Final printed |abels in repsansa to
, Agency lattar dated

i Resubmission in resconse to Agency letter dated D "Me Too™ Application.

r:; Notification - Explain pelow. D Othar - Explain below.

Explanation: Use additional pagels) if necessary, (For section ) and Saction f.} -
Notification to amend la:=t lext. NQ ! EFN:ATION

JAN 11 2002

Section - Il

1. Material This Product_&'_il_l Be___Pnckaned bn:

Child-Resistant Packaging , Unit Packaging Watar Soluble Packaging 2. Type of Containar
i1 Yes : (Zl Yes 1. 0z . Yes Metal
tf P v | Plastic
i v
v | No - No - No Glass
. . It "Yes" No. per If "Yas~™ No. per Papas
" Camﬁc_atmn must . Unit Packaging wgt.  container Package wgt cuntainar Other (Specify}
be submitted 1 I
3, Location of Net Contents Information 4_ Size(s) Retait Containar S. Locetion of Label Directions
_ . 11 0z. & 16 fl. oz - 1 oz- on |abel accompying product: 16 oz- on
M Label I: Conteiner T : o™ label
6. Mannar in Which Labal iz Affixed to Praduct Lithograph D Other
silk screened botles Peper glued
Stenciled

Section - IV

Name Title Telephone No. {Include Area Code)
W. Stephens Walker Manager, Regulatory Affairs 908.628.3525
Certification 8. Dat\..Appiication
| certify that the statements | have made an this form and all attachments tharsto are trus, accurate and cumplata, Pacsived
| acknowledge tlhet any knowlinglly falss or misteading statement may be punishable by fine or imprisonmaea. ui {Stamped}
toth under applicabls law.
2. Sign_aruro / 3. Title
z'k’?!f" e s Manager, Requlatory Affairs

-:i LT\;rpe;cl NarZa T — 5. Date .
W, Stephens Walker C :

EPA Form B570-1 [Rev. 3-24) Previous aditions are obsolete. White - EPA Fils Copy {original) Yellow - Applicant Copy



EPA Form 8570-1 (Page 2 of 2}
Aurimite®

Explanation: This Amendment / Notification of changes the word “Contains” to “Active
Ingredients” pursuant to 40 CFR 156.10 (g) (1).and is made pursuant to PR Notice 98-
10 and EPA regulations 40 CFR 152.46 and is consistent with both PR Notice 98-10
and EPA regulations 40 CFR 152.46, and no other changes have been made to the
labeling or the Confidential Statement of Formula of this product.

| understand that this is a violation of 18 U.S.C. Sec 1001 to willfully make any false
- statements to the EPA. | further understand that if this amendment/notification is not
consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be
in violation of FIFRA and | may be subject to enforcement actions and penalties under
sections 12 and 14 of FIFRA.
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10/23/01 » SPAH * 3-1/2" x 1-5/8" « ART IS AT 100% ¢ OUTPUT 100%
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Aurimites "
Insecticide BEE

For use as en aid in controlling sar

mites in the ears of dogs and cats.

Active Ingredients: 0.04% pymu_'uins‘

0.49% piperonyl butaxide technical.

Equivalent to 0.352% ol {butyleachityl}
{6-propylpiperonyl) esher and 0 098% of
ralated compownds.

Use Only On Dogs and Cats.
[TkeEP oUT OF REACH OF CHILDREN |

721 Schering-Plough Animal Heaith

DO NOT REMOVE CONTAINER FROM

CARTON EXCEPT FOR IMMEDIATE USE.
CAUTION: Refer to shalf carton for
Caution and Precaution information.

EPA B 2PN8-CA-I  EPA Reg. No TTHIT

Coppight © 1005, 1951, 1997, Scharing-Maugh Animsi

Huaktty Corp. Al ighta reserved.

Corp.. inion, NJ 07083

PACKAGING COMPONENT APPROVAL

SUBMISSION # 3

EXAMINE BLACK & WHITE COPY AND ACCOMPANYING COLOR BREAK.

DESiGNER

COPY EDITOR
MEDICAL
TRADEMARKS
PACKAGING
SPECIFICATIONS
MARKETING
REGULATORY

ART DUE DATE:

SQA:

AFPROVAL VERIFIED:

APPROVED  NOT APPROVED
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{NV. LOCATION:

DATE:

DATE

PANTONE COLORS

BLACK
PMS 201

JAN 11 2002
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GLUE STRIP

12/22/00 » AURIMITE FC-12
RIC #13511756 » PDR #00680

7-13A6" x 5-1/8” » CQUTPUT @ 100%

PACKAGHNG COMPONENT APPROVAL
SUSMISSION # |
BLACK ﬁ I 2 |
EXAMAE BLACE & WHITE LOPY AND ACCOMPANYING COLOR BREAK.
Pms20r B i e
DESIGHER 0 0]
COPYEDITOR a o
MEDICAL O W]
TRADEMARKS a a
PACKAGNG o o
SFECIFCA IONS [w w]
MARKE TG a a
REGLR ATORY a o
ART DUE DA TE, INY_ LOCATION:
opianNJasy 1 V sak
p.. H |@a !m!-ln APPROVAL VERIRED: BATE:
DIEZSS
PAECAUTIONARY STATEMENTS [ FRSTAID 0061-0733-01 u

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION: Harmbal it swabowed. Avoid inhalation of vapors. Aveid contact with skin
Avoit cordnct with eyes, Flush eves with pienty of water. Get medical attention if
irriation parsists. Wash contsmnated skin promptly with seap and water. Avoid costs:
mination of food end water,

liscontinue use snd connst o veterinarion if infattstion pertists.

Corsult & veternarian balore using this product on debiitsied, aged, pregnant, o
nuFsing animsis, of armals an medication.

Senztivities may oc cur after using any pasticide product for pets. H signs of semitivity
oecur, bathe your pal with mitd soap snd finse with large amounts of water. I signs
comdnua, censult 8 vatarin srian immediately.

"Hemskin | « Toko off conaminated clothung.

or clothing | = Rinsa skon imunedistely with p:5nty of waler
tor 15-30 minutes.

« Call a poizon control center or doctor for
T sdvice.

Winayss | * Holf aye open and rise siowly and pently
with water for $5-20 minitey.

+ Remove contact lenses, # prwsent, sfter the
fiest § minctes, then comtinge rnsing eys.

+ Call s poison control eanter of doctor for
furthar trestment advice.

HOT LINE NUMBDER
Heve the product container or label with you when calting
the poison control center or doctor, or gomyg for trestment,

Aurimite’ insectici
urimite insecticide

For use as an aid in controfing esr mifes in the sars of dogs and cats.
ACTIVE INGREDIENTS: 0.00% pyrethring, 0.49% piperomyl butmdde tachricet *
OTHER INGREDIENTS: 39.47%

*Eiveitrt o 482 of dutvicarbitth - proprpipersoyl sthec mod 14T of reletis conpounds.
Read Eatire Label Before Each Use. Use Caly On Dogs and Cats.

KEEP OUT OF REACH QF CHILDREN
CALITEON: See rear panel for additional precautions
and first aid.

EPA Est. No. 29909-CA-1

DIRECTIONS FOR USE: It iv a violstion of Federal Law t use
this productin s menner inconsistant with its labating. Shake
well before uting. Clasnsa esr thoroughly. Apply the recom-
mended droas intn aars twice daily for Tto 10 deys Repsat
treatment in 2 wasks # necassary.

Dossge
4to s drops
5 tn 10 drops
10 to 15 drops

Sody Waight

3o Hibe

15030 ks

20 Iba or over
Uo not respply prosuct for 2 waesks.
Do ot use on dogs of cats under
F2weeks of age.

T e L T o

mmm.m - Auiim]
Al righte. rmsarveni. 1551756 e

STORAGE AND DNSPOSAL Store insriginel bettle i locked s2rage sceen. Do ot reuse You may also comtact the Rocky Mounta Poison Center at EPA Reg No. 77300 ING AR
bolle. Rensa thoroughly betore discarding in trash. 1.303-595-4853 lor emergency medical treatment information. 12-1FL0Z BOTTLES o7 ON%)\?;‘R%MS%{A
Schering-Plough Animal Heaith
NO NO
VARNISH VARMISH
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12/22/00 » AURIMITE LABEL « RIG #13508950 « PDR #00679
7-13/16 x §5-1/8" « OUTPUT 100%

13-03 RECTIONS 0 4 victeton of Federel lew L] i o v
0061-07 hn-mxmu'&hﬂm m-mﬂ' L)
Wwbumtﬁhih doyn. Rapest trastwwrt in 3 vesks

T nidom

LTELY) b Wénp

- . . Do ot gy ortwadn L E e el
Aurimite’ insecticide P i

For usa 25 an aid in controfing ear mites in R AR STTEMENTS
the ears of dogs and cats- IR TO MIOMANE AND SOMBSTIE ANIALE
ACTIVE INGREDIENTS: (.04% gyreti gt gt g Hepe b e e T
3 pyrethring, it vt syen. Fesh syes with plonly of welat. Gt mudical stwrton T inksion
0.43% piperonyl butvdde technical® “mmﬁpmmmnmmmu
: Sawtitn sher or g T kg of
OTHFR INGREDIENTS: 3147% [ 3 hdl':n.;.ﬂl :‘ n.-q # .'Z":';.'.. --” ?\“‘I‘mﬁi
*Equivalent to 0.332% of {butylcarbityl} {6-propyl- it cooalt 4 velindon iy,
- piperomyl] ether and 0.098% of related compounds. WETAR
Read Entive Labet Before Each Use. :m :aﬁmdmuum
uuolivo“ Docs and Cats. * Cal 2 pcheon ooreel Somer of S0CI0F K0f IR nbvion.
Tinwym -slﬂnlpqn-ihﬂlipﬂvﬂlmh
KEEP OUT OF REACH OF CHILDREN e e, shr b bt § s,
CAUTION: See rear panel for additional » Coll n oo cormrol oartes ot docky ot festher Ewetmar adice
i i HOT LINENOMIER
precautions and first sid. _— . syt e contoc oo
o dociog, o gaing o estment. Yo sy sl suntact the Rocky Mowntain Poison
EPARag. Now 11367 EPA £t No. 908.CA-1 Cortm 1 for emerp
16FLOZ (1 PT) ORI SRR e o i s o B o
oj"n Schering-Plough Animal Health it chn-Fogh i G, T s i, WS
Cappgte® 198, B8k, Srhusing-Pioagh Juireel Hoslth Cosp. AR righls mesrved. T e 1N
PACKAGING COMPONENT APPROVAL
SUBMISSION # 2 . .
EXAMME BLACK & WHITE COPY AND ACCOMPANTING COLOR BREAK Lueesc
APPRINED  WOT APFROVED DAY
DESIGNER S| o] €0«
COPY ECITOR a a : ! LR ¢
MEDICAL O [m]
TRADEMARKS &l o S *
PACKAGING _._.. o o
SPECIRCATIGNS .. o [ e e
MARKETING o o sesese . o
REGULATORY . O a .
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