L a3ty tweawd Vas

i

R ‘ 2 . UNITED ‘:JAIL ENVIRONMENTAL PROTECTION AGENCY
g &B 5 : WASHINGTON. DC. 20460
_a kN :_:m "{.é:" ;ug '
B, $ ! OFFICE OF |

7 éaoﬁp . ! ’ . PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

| | JuL 10 207
Mr. Joseph E. Dyer
Regulatory Agent for
Virbac AH, Inc, ,
3200 Meacham Blvd ;
Fort Worth, TX_ 76137
' RE Notlﬁcatlon of (Change in net’ welght of 18” Collar)
- EPA Reg No.: 2382-104
~ Date of Subrmssron June 11, 2007

: !
. Dear Mr Dyer _ }

The Agency is in recerpt of:; your Apphcatlon for Pesticide Notlﬁcatron under Pestlclde _
Registration Notice (PRN) 98-10.dated June 11, 2007, for the product Preventic Tick Collar for.
Dogs. The Registration Division (RD) has conducted a review of this request for its apphcabrhty
under PRN 98-10 and. ﬁnds that the actlon(s) requested: fall within the scope of PRN 98-10. The
Jabel. submrtted with the apphcatron has been stamped “Notrﬁcatron” and w111 be placed in our
recards. o ; :

If you have any. questlons please call me dlrectly at 703-305- 6249 or Je oyce Edwards of
my staffat 703 =308 5479 '

Sincerely,

i A :
i L.
t

| Linda Arrington
T Notrﬁcatrons & Minor Formulatrons Team Leader ‘
' .Reglstratlon Division (7505P) ’
. ‘Office of Pesticide Prograis’
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Please read instructions on reverse before completing form. . Form Approved. OMB No. 2070-0080 "3 B

" United States ‘ Registration OPP identifier Number
N EPA - Environmental Protection Agency Amendment
A4 Washington, DC 20460 Other 3 O O 4 7 1
Application for Pesticide - Section |
1. Company/Product Number : 2. EPA Product Manager 3. Proposed Classification
2382 -10% | Tov o He@egT o .
4. co'mpa‘nylProduct {Name) PM# 07 . DNOM D Restricted
PREVENTILC TLck Counde For Jo€s :
5. Name and Address of Applicant finciude ZIP Cods) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
Ve @ Ac. Ak, Twc. (b)i), my product is similar or identical in composition and labeling
200 Me I\-Qf(""b—vt Aivd o to:
Fearcgorth T 76 137 EPA Reg. No.
D Check if this is a new eddress ) 1 Product Name

Section - 1|

D Amendment - Explain below. . D Final brinted Iabelé in response to
) B Agency letter dated
D Resubmission in response to Agency letterdated D “Me Too" Application.

Notification - Explain below. _ ‘ E Other - Explain-below, MO T."D = CA‘ TLO ‘\)
Explanation: Use sadditional pagels) if necessary. (For section | and Section ii.)
Fur THE Pur /ﬂasg) ComwtTevi;, ANY RTTACH 2 ENTS Te THES NST-LEL CATLoR)

REFER To THE Co®R(rTTER

CHapee Zo NET WEicHT oF 18" CottAR R Docs upoer. 60 L&S,
Section - Iil

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes® Yes Yes _1 Metal
No No No : Plastic
l i Glass
, . if "Yes" No. per If "Yes"™ No. per Paper
® Certification must | yuit Packagi i ' i ;
A ging wgt. container Package wgt container Other (Specify)
be submitted ¥ : pecity! ‘
3. Location of Net Contents Information ‘4, Size(s) Retail Container - S. Location of Label Directions
o : ' ' On Label o
D Label ) D Container . ) o On.Labeling accompanying product
6. Manner in Which Label is Affixed to Product ——4 Lithograph D Other '
: . . . . e gaper Iged ’
tencile

Section - IV

1. Contact Point -[Complete items directly below for identificetion of individusl to be contacted, if necéssary, to process this application.) . .. .

Name : . Title _ o Telephons No. (Inclﬁde Area Code)
Jaser # é'_;ﬁjt_@i RECUCA-TD Y +7Cer 7T Ceoig ot
- Certification . ¢ .« cle.pate Application
| certify that the statements | have made on this form.and all attachments thereto are-true, accurate and comu'qtn . K{"ft“"gd'
| acknowledge that any knowingly faise or misleading statement may be punighable by fine. or |mpnsonment or hd ¢ (§ta;nped)
both under applicable law. . Lo . .
S ! k N
2. Signature 3. Title A < ceoee
: Caet ¢
[ a] 4
Y FE-G'MLA'W ;6\/ ﬂ'&é_h}'l . lL_‘(,’._‘
ed Name 5. Date ) R
8
i
JOSEPHE. DYER Tune 11 2007

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. - White - EPA File Copy (original) Yellow - Applicant Copy
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S S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY -

{)S& WASHINGTON, D.C. 20460

4 oﬁé& o | OFFICE OF

AGERGH

PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

Joseph E. Dyer

Virbac AH, Inc

3200 Meacham, Blvd
Fort Worth, TX 76136

| MAR 28 2007
Dear Mr. Dyer:

Subject: Labeling Amendment .
: Preventic Collar for Dogs
EPA Registration No. 2382-104
Submission Date: October 17, 2006

The labeling referred to above, submitted in connection with registration under the
Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable. A stamped
copy is enclosed for your records. Please submit one (1) final printed copy for the above

mentioned label before releasing the product for shipment. If you have any questions

regarding this label, please contact Kable Bo Davis at (703) 306-0415.

Sincerely yours,

Voo Lagle &
John Hebert , .
Product Manager (07)
Insecticide-Rodenticide Branch
Hegistration Division (7505P)
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DRAFT LABRL
Front Panel

PREVENTIC TICK OXIAR FOR OGS

USE (LY N DOGS '

0O KT USE O CATS {Dxcrmc?mwxmmmnmsmmmcm}
ANTIPARASTTIC

FITS NECKS UP 70 25"

mmmmsnmmamas

BRJUS'mBIE C!JESIZEFITS.WSTWS .
ADJUSTABLE FOR DOGS OVER 60 LES.

TICK (DLIAR FOR DOGS

90 Y TICK OOLILAR FOR OGS

RILL TICKS FOR 3 MOWTHE

KILL: TICKS FOR 90 DRYS :

THE ONE THRT KILLS AND DETACHES TICKS

FOR DOGS UP TO 60 1BS

FOR PGS, OVER 60 1ES. , - )
mmornmmmm {I.E., FOR CARION COWTAING TWO (CLLARS)

El!llill!!llli!

km.tra.z CﬁS#SBOGQ ~61-1.. einn asaaaaan R 9.0%

OTHBR IR . ot e s eneren s iae ctan i enaraerannsaaennanasss
TOIEL. o ovvevnns M h e e easieenianr e iaaer s PO 100.0%

mmmmmmmmm
DO NOT OPEN UNTTL READY TO URR -

. 'UP'IOGOI.BS NET CONTENTS: CNE 18* COLLAR - NET. WI.: 0.698 CZ. (19.%)
FOR IXGS UP TO 60 LBS,: NET CONTENTS: 2{TW0) 16" COLIARS. - NET. WI.: 1.397 02. (39.6g)
‘ 1BE.: NET CONTENIS: ONB 25° CULIAR - NET. WI.: 0.97 ©2. (27.%)
1BS.: MBT CONTENTS: 2(TWO) 25" COLLARS ~ NET. WI.: 1.94 0Z. (35@)

Page 1 of & ' | . '
March 18, 2007 ' |
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Drafe Label
s:.de/Back Panel

UEE ONLY ON DOGS. DO NOT USE ON-CATS

mammmm
FAZARDS TO HUMANE AND DOMESTIC ANIMALS
CATION

‘MRDS TO HUANS: Harmful if absa*bed through the gkdn. Causes moderate eye
irritation. Aveid contact with ghkin, eyes or clothing. Wash thmxghly with soap
and water af*-ex handling and before eating, drmki_ng clemdng gum, using tdbecce.

This collar is imtexed for ude ag én acaracide ganerator anl ig not to be taken
internally by man or srimal. Not intended for uee on humsnz. Do-not -&llow children
to handle ¢r play with this ¢ollar.

Sore hurens Ty dev-elop gkin irritation th:mgh centact w:th vo.lared pet. Remove
collar, shampos pet and consult physician if lrritation persists.

'HAZARDS T DOMHBSTIC ANIPMALS: FOR USE (N DOGS ONLY. DO NOT USE N CATS.

Do mot uge on pupples wuer 12 weeks of age. Clnmilt a veterinarian befofe Uging
on debilitated, aged, medicated, pregnarit or mirsing animels. Do not trest collared
dogs wath other monoamine oxidase inhibitors, or with tricyclic anta.depmssants,
selpct:we semtcrm mupba}ee inhibitors, or pressor agents.

Sensitivitigs may occur after using ANY pesticide prodiet for pets. Remove at firet
sign of irritation or adverse reaction, bathe dog with mild soap ¢ ron-pesticidal
shampot and ridkse with lirge aitwuwnts of warer. If signs contifmie, oonsult &
veterinarian immediacely.

DO NOT APPLY TO CATS. Taers la a risk of csllar bresksge and ingestion if collar is
worn by unattended dogs that play by maghing each other in the neck drea. If collar
g misgdrg from a dog, search for, retrieve and racover the emtize collax. Tmediacely
conault a veterinarisn if deog is Sepressed or if injestion is suspected.

NOTE TO VETERINARIAN: If a dog inges:is the collar and sxhibits intexicabion (primary
sign is severe depreswion), induce vomiting, admirdster rom-oily laxstive, activated
charcoal or enema. Provide suppartjve therapy until ccllar fragments are woided, If
dogy carmot be roused, Yohivbine, ._n'g/m by intraverous injectiom s arttidoval.

Repeal as tieeded. : :

NOTICE: Thie procduct ooritains an ingredient kmw to the State of California to cause
birth defects or other reproductive hane. Waah tands thoroughly after applymg this
product . Dispose of as inetructed below,

Page 2 0of 4
March 18, 2007
VBLOALAR . TIOC-2




Draft Label
Side/Back Panel

e

Fmsrm

=

If In Byes  © Hold eye open and rinse slowly and gently with water for 15-20
mirntes.
* Remove contact lenses, if present; after the first 5 mirutes,
then contime rinasing eyes.
° Call & poison control center or doctor for treatment adee

O L e A 4 e oy e M 8 A s L ke e e Y M Y B e U A S M i S b o P T T T YT R A AR W 4 e M A

If On Skin or © Take off contaminsted clothing.
Clothing ® Rinse Skin immediately with plenty of water for 15-20 mirutes.
¢ Call a poiscn cmtml centexr or dector for treatmt adv:;ce.

(Lt e 2 4 m....m‘...u..- =y e

mmw

W SR TE e

" Have tha pzoduct container or label with you when calling a poism wnt;'bl cériter
or doctor; or going for treatment. You may also contact BOU-345-4735 for emergency
metiical treatment information.

P 2o

Tt T ™

DIRECTION FCR USE -
Itmaw&atmafmmmmmemmammmmﬂmxw
labeling.

mmmmms{mcnmwmwrmmmmmmmm}

Place the collar around the dog's neck, adjust for proper £it and uckle in place. Cut
off and dispose of excess lemgth. Do mot allow dogs to play with cut-off excess. The
collaxr muet be worn tightly encugh to contact ekin and so the dog carmeot rewove it.

Activity against tidks gtarts within 24 howrs ard contimes as log as the oollar is
warn (up to 90 days) . Tzcksmemmt&tbgsmm: that may reappear on the
dog will mor attach and will be killed in less than 24 howrs. Replace colisr when
effectiveness diminishas. The effectiveness of the collar is mot diminished by ncemal
wetting suh as rainfall, however, it is sugmested that the collar be remswved before
bathing. This product does not control fleas.

Page 3 of 4
March 18, 2007
VB104LAE.DOC~3




Draft Label
Side/Back Panel

9,

=

STORPGE AND DISEOSAL

s

Storage: Store in original oontainer in locked storage area.

Disposal: Do not reuse empty pouch or box. Wrap pouch and put in trash collection.
When digcarding cut off end ami used collar, wrap in newspaper and place in trash

colléction or offer for zer'yc.“ing, if available.

BT R D,

EPA Reg. No.: 2382 104 ) ‘ EBA Eat, No.:
: ERFA ¥st. No.:
CR EPA Est. No.:

Made in France
Manufdctured For
Virbac AM, Inec.
Oonsumer Brande Divigion
7.0, KX 162059
Fort Worth, TX 76161
#00-338-3659

AVATLABRLE THROUGH LICENSED VETERTNBRIANS ONLY

{lot manber state‘ents as naeded}
{label vevision mmber) (product muier)

Page 4 of 4
March 18, 2007
VELO4LAB . DXC-4

2382-TX-1

83860-TX-1
2382-FRRA-1




DRAFT ILABEL
Front Panel

PREVENTIC TICK COLLAR FOR DOGS

_ USE ONLY ON DOGS -

_ DO NOT USE ON CATS {PICTURE OF CAT WITH DIAGONAL LINE DRAWN THROUGH CAT)
~ ANTIPARASITIC :

_ FITS NECKS UP TO 25" .

~ KILLS AND DETACHES TICKS FOR 3 MONTHS

_ ADJUSTABLE - ONE SIZE FITS MOST DOGS

~ ADJUSTABLE FOR DOGS OVER 60 LBS.

~ TICK COLLAR FOR DOGS

~ 90 DAY TICK COLLAR FOR DOGS

~ KILL TICKS FOR 3 MONTHS

~ KILL TICKS FOR 90 DAYS |

~ THE ONE THAT KILLS AND DETACHES TICKS

~ FOR DOGS UP TO 60 LBS

_ FOR DOGS OVER 60 LBS - . .

~ SIX MONTHS OF TICK PREVENTION {I.E., FOR CARTON CONTAINS TWO COLIARS)

ACTIVE INGREDIENTS:

CAMItTYAazZ: CAS H33089-61-L. ottt eereimt et e e 9.0%
OTHER INGREDIENTS: . ... uttnntentanensittneneeneaneennennesanennenn 91.0%
101 ¥\ 100.0%

KEEP OUT OF THE REACH OF CHILDREN
CAUTION ‘
'SEE BACK PANEL FOR ADDITIONAL
PRECAUTIONARY STATEMENTS

DO NOT ALIOW CHITDREN TO PIAY WITH THE COLIAR
DO NOT OPEN UNTIIL. READY TO USE

: NET CONTENTS: ONE 18" COLLAR - NET. WT.: 0.652 OZ. (18.59)

FCR DOGS UP TO 60 LBS.

FOR DOGS UP TO 60 LBS.: NET CONTENTS: 2(TWO) 18" CCOLLARS - NET. WI.: 1.397 0Z. (39.69)
FOR DOGS OVER 60 LBS.: NET CONIENTS: ONE 25" COLIAR - NET. WI.: 0.97 OZ. (27.59)
FOR DOGS OVER 60 IBS.: NET CONTENTS: 2(TWO) 25" COLIARS - NET. WI.: 1.94 OZ.- (559)

Page 1 of 4
June 11, 2007
VB104IAC.DOC-1




A
Draft Label 33
Side/Back Panel

READ ENTIRE IABEL BEFORE FACH USE
USE QNLY ON DOGS. DO NOT USE ON CATS
PRECAUTTCNARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTTON

HAZARDS TO HUMANS:  Harmful if absorbed through the skin. Causes moderate eye
irritation. Avoid contact with skin, eyes or clothing. Wash thoroughly with soap
and water after handling and before eating, drinking, chewing gum, using tobacco.

This collar is intended for use as an acaracide generator and is not to be taken
internally by man or animal. Not intended for use on humans. Do not allow children
to handle or play with this collar.

Some humans may develop skin irritation through contact with collared pet. Remove
collar, shampoo pet and consult physician 1f irritation persists.

HAZARDS TO DOMESTIC ANIMALS: FOR USE ON DOGS ONLY. DO NOT USE ON CATS.
Do not use on puppies under 12 weeks of age. Consult a veterinarian before using
on debilitated, aged, medicated, pregnant or nursing animals. Do not treat collared
dogs with other wmwonocamine oxidase inhibitors, or. with tricyclic antldepressants,
selective serotonin reuptake inhibitors, or pressor agents. :

Sensitivities may occur after using ANY pesticide product for pets. Remove at first
sign of irritation or adverse reaction, bathe dog with mild scap or non-pesticidal
shampoo and rinse with large amounts of water. If signs continue, consult a
veterinarian immediately. .

DO NOT APPLY TO CATS. There is a risk of collar breakage and ingestion if collar is
worn by unattended dogs that play by mouthing each other in the neck area. If collar .
is missing from a dog, search for, retrieve and recover the entire collar. Immediately
consult a veterinarian if dog is depressed or if injestion is suspected.

NOTE TO VETERINARIAN: If a dog ingests the collar and exhibits intoxication (primary
sign is severe depression), induce vomiting, administer non-oily laxative, activated
charcoal or enema. Provide supportive therapy until collar fragments are voided. If
dog camnot be roused, Yohimbine, 0.lmg/kg by intravenous injection is antidotal.
.Repeat as needed. ' :

NOTICE: This product contains an ingredient know to the State of California to cause
birth defects or other reproductive harm. Wash hands thoroughly after applying this
product. Dispose of as instructed below. '

Page 2 of 4 ‘ , » Co ‘
June 11, 2007 . LUy ¢ ¢
VB104LAC.DOC-2 A ’
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Draft Label-
Side/Back Panel

If In Eyes ° Hold eye. open and rinse slmvly and gently with water for 15-20
minutes.
° Remove contact lenses, if present after the first 5 mimites,
then contimnue rinsing eyes.
© Call a poison control center or doctor for treatment advice.
If On Skin or ° Take off contaminated clothing.
Clothing ° Rinse Skin immediately with plenty of water for 15-20 m:Lnutes
° Call a poison control center or doctor for treatment advice.

HOT LINE NUMBER

Have the pioduct container or label with you when calling a poison control center
or doctor, or going for treatment. You may also contact 800-345-4735 for emergency
medical treatment information.

DIRECTICN FOR USE
It is a violation of Federal law to use this product in a mammer inconsistent with its
labelJ_ng

DO NOT USE ON CATS {PICTURE OF CAT WITH DIAGONAL LINE DRAWN THROUGH CAT}

Place the collar around the dog’s neck, adjust for proper fit and buckle in place. Cut
off and dispose of excess length. Do not allow dogs to play with cut-off excess. The
collar must be worn tightly enough to contact skin and so the dog cannot remove it.

Activity against ticks starts within 24 hours and continues as long as the collar is
worn (up to 90 days). Ticks present in the dogs environment that may reappear on the
dog will not attach and will be killed in less than 24 hours. Replace collar when
effectiveness diminishes. The effectiveness of the collar is not diminished by normal
wetting such as rainfall, however, it is suggested that the collar be removed before
bathing. This product does not control fleas.

Page 3 of 4
June 11, 2007 A
VB104LAC.DOC-3 :




Draft Label
Side/Back Panel

Storage: Store in original container in locked storage area.

Disposal: Do not reuse enpty pouch or box. Wrap pouch and put in trash collection.
When discarding cut off end and used collar, wrap in newspaper and place in trash
collection or offer for recycling, if available.

EPA Reg. No.: 2382-104 EPA Est. No.: 2382-TX-1
EPA Est. No.: B83860-TX-1

OR EPA Est. No.: 2382-FRA-1
Made in France
Mamifactured For
Virbac 2H, Inc.
Consumer Brands Division
P.O. BOX 162059
Fort Worth, TX 76161
800-338-3659

AVATLARIE THROUGH LICENSED VETERINARIANS ONLY

(iot nurber statements as needed)
(label revision number) (product nurber)

Page 4 of 4 o : : 1 ¢
June 11, 2007. . o
VB104LAC.DOC-4 : o . ‘




DRAFT LABEL
Front Panel

PREVENTIC TICK COLIAR FOR DOGS

__ USE ONLY ON DOGS : : .
_ DO NOT USE ON CATS {PICTURE OF CAT WITH DIAGONAL LINE DRAWN THROUGH CAT}
_ ANTIPARASITIC _
_ FITS NECKS UP TO 25" ,

_ KILLS AND DETACHES TICKS FOR 3 MONTHS

_ ADJUSTABLE - ONE SIZE FITS MOST DOGS

__ ADJUSTABLE FOR DOGS OVER 60 LBS.

_ TICK COLLAR FOR DOGS

_ 90 DAY TICK COLIAR FOR DOGS

_ KILL TICKS FOR 3 MONTHS

_ KILL TICKS FOR 90 DAYS

_ THE ONE THAT KILLS AND DETACHES TICKS

_ FOR DOGS UP TO 60 IBS

_ FOR DOGS OVER 60 1BS ' '

_ SIX MONTHS OF TICK PREVENTION {I.E., FOR CARTON CONTAINS TWO COLLARS}

ACTIVE INGREDIENTS:

AMIEYAazZ: CAS H33080-61 0. .ttt ittt it ittt teeenneneeeeeeneesonneennn 9.0%
OTHER INGRED I N S . . . ittt t ottt ittt et s vt eennooasoseanssenanssensseanas 91.0%
B L0 2 X 100.0%

KEEP OUT OF THE REACH OF CHILDREN
CAUTTON
SEE BACK PANEL FOR ADDITIGNAL
. PRECAUTTIONARY STATEMENTS
)
DO NOT ALLOW CHILDREN TO PLAY WITH THE COLLAR
DO NOT OPEN UNTIL READY TO USE

0 LBS.: NET CONTENTS: ONE 18" COLLAR - NET. WI.: 0.652 OZ. (18.5g)
0 IBS.: NET CONTENTS: 2(TWO) 18" COLLARS - NET. WT.: 1.397 OZ. (39.69)
IBS.: NET CONTENTS: ONE 25" COLIAR - NET. WI.: 0.97 OZ. (27.5g)
IBS.: NET CONTENTS: 2 (TWO) 25" COLLARS - NET. WT.: 1.94 0Z. (559)

Page 1 of 4
June 11, 2007 ‘ : .
VB1041IAC.DOC-1 : : Cocc ¢y
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DRAFT LABEL
Front Panel

PREVENTIC TICK OOLIAR FOR DOGS

_ USE ONLY ON DOGS
~ DO NOT USE ON CATS {PICTURE OF CAT WITH DIAGONAL LINE DRAWN THROUGH cat)
~ ANTIPARASITIC

_ FITS NECKS UP TO 25"

~ KILLS AND DETACHES TICKS FOR 3 MONTHS

~ ADJUSTABLE - ONE SIZE FITS MOST DOGS

_ ADJUSTABLE FOR DOGS OVER 60 LBS.

~ TICK COLIAR FOR DOGS

~ 90 DAY TICK COLLAR FOR DOGS

_ KILL TICKS FOR 3 MONTHS

— KILL TICKS FOR 90 DAYS

_ THE ONE THAT KILLS AND DETACHES TICKS

~ FOR DOGS UP TO 60 IBS

_ FOR DOGS OVER ‘60 LBS |

_ SIX MONTHS OF TICK PREVENTION {I.E., FOR CARTON CONTAINS TWO COLLARS)

ACTIVE INGREDIENTS:

Amitraz: CAS H#33089-61-1. ..ttt ittt ittt et 9.0%
OTHER INGREDIENTS: v .ottt reev i invennneatennsnennonsosnonesnoedannanas 91.0%
B0 2 R 100.0%

KEEP OUT OF THE REACH OF CHILDREN
CAUTTICN
SEE BACK PANEL FOR ADDITIONAL
PRECAUTIONARY STATEMENTS

DO NOT OPEN UNTIL READY TO USE

IBS.: NET CONTENTS: ONE 18" COLLAR - NET. WL.: 0.652 OZ. (18.59)

FOR DOGS UP TO 60

FCR DOGS UP TO 60 IBS.: NET CONTENTS: 2 (TWO) 18" COLIARS - NET. WI.: 1.397 OZ. (39.6g)
FOR DOGS OVER 60 LBS.: NET CONIENTS: ONE 25" COLIAR - NET. WI.: 0.97 0Z. (27.59)
FOR DOGS OVER 60 LBS.:  NET CONTENTS: 2(TWO) 25" COLLARS - NET. WI.: 1.94 OZ. (55g)

Page 1 of 4
June 11, 2007 :
VB104LAC.DOC-1 . : Coec




Draft Label
Side/Back Panel

READ ENTIRE IABEL BEFORE EACH USE
USE ONLY ON DOGS. DO NOT USE ON CATS

PRECAUTIONARY STATEMENTS
HAZARDS’IOH[MANSAND]IMEI‘ICANIMAIS
CAUTION

HAZARDS TO HUMANS: Harmful if absorbed through the skin. Causes moderate eye
irritation. Avoid contact with skin, eyes or clothing. Wash thoroughly with socap
and water after handling and before eating, drinking, chewing gum, using tobacco.

This collar is intended for use as an acaracide generator and is not to be taken
internally by man or animal. Not intended for use on humans. Do not allow children
to handle or play with this collar.

Some humans may develop skin irritation through contact with collared pet. Ren‘ove
collar, shampoo pet and consult physician if irritation persists.

HAZARDS'IOIXNESI’ICANMS: FOR USE ON DOGS ONLY. DO NOT USE OGN CATS.

Do not use on puppies under 12 weeks of age. Consult a veterinarian before using
on debilitated, aged, medicated, pregnant or nursing animals. Do not treat collared
dogs with other wonocamine oxidase inhibitors, or with tricyclic antidepressants,
selective serotonin reuptake inhibitors, or pressor agents.

Sengitivities may occur after using ANY pesticide product for pets. Remove at first
sign of irritation or adverse reaction, bathe dog with mild soap or non-pesticidal
shampoo and rinse with large amounts of water.. If signs contimue, consult a
veterinarian immediately. '

DO NOT APPLY TO CATS. There is a risk of collar breakage and ingestion if collar is
worn by unattended dogs that play by mouthing each other in the neck area. If collar
is missing from a dog, search for, retrieve and recover the entire collar. Immediately
consult a veterinarian if dog is depressed or if injestion is suspected.

NOTE TO VETERINARIAN: If a dog ingests the collar and exhibits intoxication ({primary
'sign is severe depression), induce vomiting, administer non-oily laxative, activated
charcoal or enema. Provide supportive therapy until collar fragments are voided. If
dog cannot be roused, Yohimbine, 0.lmg/kg by intravenous injection is antidotal.
Repeat as needed. -

NOTICE: This product contains an ingredient know to the State of California to cause
birth defects or other reproductive harm. Wash hands thoroughly after applylng ‘this
product . Dlspose of as instructed below.

Page 2 of 4 : ' ' e
June 11, 2007 ‘ ,
VB104LAC.DOC-2




Draft Label
Side/Back Panel

READ ENTIRE IABEL BEFORE EACH USE
USE ONLY ON DOGS. DO NOT USE ON CATS

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DCMESTIC ANIMALS
- CAUTION

HAZARDS TO HUMANS: Harmful if absorbed through the skin. Causes woderate eye
irritation. Avoid contact with skin, eyes or clothing. Wash thoroughly with socap
and water after handling and before eating, drinking, chewing gum, using tobacco.

This collar is intended for use as an acaracide generator and is not to be taken
intermally by man or animal. Not 1ntended for use on humans. Do not allow children
to handle or play with this collar.

Some humans may develop skin irritation through contact with collared pet. Remove
collar, shampoo pet and consult physician if irritation persists. .

-HAZARDS TO DOMESTIC ANIMAIS: FOR USE OGN DOGS (NLY. DO NOT USE ON CATS.

Do not use on puppies under 12 weeks of age. Consult a veterinarian before using
on debilitated, aged, medicated, pregnant or nursing animals. Do not treat collared
dogs with other monocamine oxidase inhibitors, or with tricyclic antidepressants,
selective serotonin reuptake inhibitors, or pressor agents.

Sensitivities may occur after using ANY pesticide product for pets. Remove at first
sign of irritation or adverse reaction, bathe dog with mild socap or non-pesticidal
shampoo "and rinse with large amounts of water If signs continue, consult a
veterinarian inmediately. ‘ '

DO NOT APPLY TO CATS. There is a risk of collar breakage and ingestion if collar is
worn by unattended dogs that play by mouthing each other in the neck area. If collar
is missing from a dog, search for, retrieve and recover the entire collar. Irrmedlately
~consult -a veterinarian if dog is depressed or 1f injestion is suspected.

NOTE TO VETERINARIAN: If a dog ingests the collar and exhibits intoxication (primary
sign is severe depression), induce vomiting, administer non-oily laxative, activated
charcoal or enema. Provide supportive therapy until collar fragments are voided. If
dog camnot be roused, Yohimbine, 0.lmg/kg by intravenous injection is antidotal.
Repeat as needed.

NOTICE: This product contains an ingredient know to the State of Callforma to caﬁse
birth defects or other reproductive harm. Wash hands thoroughly after applylng this
pxoduct Dispose of as instructed below.
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FIRST AID

If In Eyes ° Hold eye open. and rinse slowly and gently with water for 15-20

minutes.
- © Remove contact lenses, if present after the flI'St 5 minutes,

then continue rinsing eyes.
° Call a poison control center or doctor for treatment adv1ce

If On Skin or ° Take off contaminated clothing.
Clothing ° Rinse Skin immediately with plenty of water for 15-20 minutes.
° Call a poison control center or doctor for treatment advice.

HOT LINE NUMBER

Have the product container or label with you when calling a poison control center
or doctor, or going for treatment. You may also contact 800-345-4735 for emergency

medical treatment information.

DIRECTION FOR USE

It is a violation of Federal law to use thls product in a marmer inconsistent w1th its
- labeling. :
DO NOT USE ON CATS {PICTURE OF CAT WITH DIAGONAL LINE DRAWN THROUGH CAT}

Place the collar around the dog’'s neck, adjust for proper fit and buckle in place. Cut
off and dispose of excess length. Do not allow dogs to play with cut-off excess. The
collar must be worn tightly enough to contact skin and so the dog cannot remove it.

Activity against ticks starts within 24 hours and continues as long as the collar is
worn {(up to 90 days). Ticks present in the dogs environment that may reappear on the
dog will not attach and will be killed in less than 24 hours. Replace collar when
effectiveness diminishes. The effectiveness of the collar is not diminished by normal
wetting such as rainfall, however, it is suggested that the collar be rerrmred before

bathlng This product does not control fleas.
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FIRST ATD

If In Eyes ° Hold eye open and rinse slowly and gently with water for 15-20
" minutes.
° Remove contact lenses, if present after the first 5 minutes,

then continue rinsing eyes.
° Call a poison control center or doctor for treatment advice.

If On Skin or ° Take off contaminated clothing.
Clothing ° Rinse Skin immediately with plenty of water for 15-20 minutes.
° Call a poison control center or doctor for treatment advice.

HOT LINE NUMBER

Have the product container or label with you when calling a poison control center
or doctor, or going for treatment. You may also contact 800-345-4735 for emergency

medical treatment information.

DIRECTION FOR USE

It:_ is a violation of Fedexal law to use this product in a mammer inconsistent' with its
labeling.

DO NOT USE ON CATS {PICIUREOF(ETWI’IHDIAGI\]ALLINEDRAWN']}IRQBH@T}

Place the collar around the dog’s neck, adjust for proper fit and buckle in place Cut
off and dispose of excess length. Do not allow dogs to play with cut-off excess. The
- collar must be worn tightly enough to contact skin and so the dog cannot remove it.

Activity against ticks starts within 24 hours and continues as long as the collar is
worn (up to 90 days). Ticks present in the dogs emnvironment that may reappear on the
dog will not attach and will be killed in less than 24 hours. Replace collar when
effectiveness diminishes. The effectiveness of the collar is not diminished by normal
wetting such as rainfall, however, it is suggested that the collar be removed before

bathing. This product does not: control fleas.
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STORAGE AND DISPOSAL

Storage: Store in original container in locked storage area.

Disposal: Do not reuse empty pouch or box. Wrap pouch and put in trash collection.

When discarding cut off end and used collar, wrap in newspaper and place in trash

collection or offer for recycling, if available.
EPA Reg. No.: 2382-104 EPA Est. No.: 2382-TX-1
: EPA Est. No.: 83860-TX-1
2382-FRA-1

Made in France
Manufactured For
Virbac AH, Inc.
Consumer Brands Division
P.O. BOX 162059
Fort Worth, TX 76161
800-338-3659

AVAIIABLE THROUGH LICENSED VETERINARIANS ONLY

(lot number statements as needed)
(label revision number) (product number)
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Draft Label
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Storage: Store in original container in locked storage area.

Disposal: Do not reuse empty pouch or box. Wrap pouch and put in trash collection.

When discarding cut off end and used collar, wrap in newspaper and place in trash

collection or offer for recycling, if available.
EPA Reg. No.: 2382-104 . EPA Est. No.: 2382-TX-1
EPA Est. No.: 83860-TX-1
2382-FRA-1

OR EPA Est. No.:

Made in France
Manufactured For
Virbac AH, Inc.
Consumer Brands Division
P.O. BOX 162059 '
Fort Worth, TX 76161
800-338-3659

AVAIIABLE THROUGH LICENSED VETERINARTANS ONLY

(iot nunber statements as needed)
(label revision number) (product number) -
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ANIMAL HEALTH

June 11, 2007

Document Processing Desk (NOTIF)

Office of Pesticide Programs (7504P)

U.S. Environmental Protection Agency

Room S-4900, One.Potomac Yard _;'/////////
2777 South Crystal Drive :

Arlington, VA 22202-4501
ATTENTION: JOHN HEBERT (TEAM 07)

Subject: NOTIFICATION OF (CHANGE IN NET WEIGHT OF 18" COLLAR)
PER PR NOTICE 98-10 FOR:
PREVENTIC TICK COLLAR FOR DOGS
EPA Reg. No.: 2382-104 (Contains 9% Amitraz)

Dear Mr. Hebert :

In accordance with 40CFR Section 152.46, Virbac AH, Inc. submits |
herewith an application for pest1c1de notification for subject
product. -

The purpose of this submission is to allow for a change in the net
weight of the 18" collar from the previous net weight of 0.689 0Z.
(19.99) to a new net weight of 0.652 0Z. (18.5g) for use .on dogs up to
60 LBS. This one change on page 1 of 4 of the label has been
highligted. :

"This notification is consistent with the provisions of PR Notice
98-10 and EPA regulations CFR 152.46, and no other changes have been
-made to the labeling or the confidential formula of this product. I
understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully
make any false statement to EPA. I further understand that if this
notification is not consistent with the terms of PR Notice 98-10 and
40CFR 152.46, this product may be in violation of FIFRA and I may be
subject to enforcement action and penalties under sections 12 and 14
of FIFRA."

'The contents and attachments to this amendment include the follewing;

1) Cover Letter

2) Application For Pesticide Notification (EPA FORM 8570-1)

.3) EPA Accepted Label Dated March 28, 2007 e
4) Product Label VB104LAC (3 COPIES) Dated June 11, 2007 3K~E
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Mr. John Hebert
Page 2 of 2
June 11, 2007

If there are any questions concerning this notification, please
contact me at 816-637-2015 or by fax at 816-637-2116 or by email @
joe@ectodev.com

seph E. Dyer ;
Regulatory Agent For
‘"Virbac AH, Inc.

VB104N1A.DOC-2

Sincerely,

Enclosures

SENT TO ABOVE ADDRESS BY UPS SECOND DAY AIR




Mr. John Hebert
Page 2 of 2
June 11, 2007

If there are any gquestions concerning this notification, please
contact me at 816-637-2015 or by fax at 816-637-2116 or by email @
joe@ectodev.com

& Qyo

Joseph E. Dyer
Regulatory Agent For
Virbac AH, Inc.

VB104N1A.DOC-3

Sincerely,

Enclosures

SENT TO ABOVE ADDRESS BY UPS SECOND DAY AIR

bce - w/att: RACentral File -
. : PREVENTIC TICK COLLAR FOR DOGS
EPA Reg. No.: 2382-104 .
EPA Correspondence c/o JEDyer
Michelle Foster - VB/FW/TX
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