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United States § Registration opp Identifier Number 

oEPA Environmental Protection Agency Amendment 
W.shington, DC 20460 

of Other , 
Application for Pesticide - Section I 

1. Company/Product Number 2. EPA Product Meneger 3. Propo.ed Cla .. ification 

65331·3 Mr. Marion Johnson 
[VJNono o Restricted 

PM' 4. Company/Product (Name) 
Frontline Top Spot for Dogs 3 

5. Name and Address of Applicant (Include ZIP Cods) 6. Expedited Reveiw. In accordance with FIFRA Section 3(cIl3) 

Merial Limited (blli), my product is similar or identical in composition and labeling 

3239 Satellite Blvd. 
to: 

Duluth, GA 30096 
EPA Reg. No. 

o Check if this is • new .ddrfl8s Product Name 

Section - II 

0 Amendment· Explain below. 0 Final printed l.b.l. in repsonse to 
Agency lener dated 

0 Resubmission in respon •• to Agencv lener dated 0 "Me Too· Application. NO I IF/CATION 

[2J Notification - Explain below. D Other - Explain below. JAN 2 7 2003 

Explanation: Us. additional pageCs) if ne(lessery. (For section I end Section II.) 

NOTIFICATION Per PR·Notlce 2001·6 (Disposal Statements) for changes to the Master Label. This notification is consistent with the guidance in PR Notice 
2001-6 and the requirements of EPA's regulations at 40 CFR 156.10 and 40 CFR 152.46, and no other changes have been made to the labeting or the 
Confidential Statement of Formula (CSF) 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 guidance of PR-Notlce 2001-6 and the requirements of 40 CFR 156.10 and 40 CFR 
. -"",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. 

Section - III 
,. Met.rial Thie Product Will .. 'eckeged In: 

Child-Resistant Packaging Unit Packeging Water Soluble Peckaging 2. Type of Container 

~Y •• ~Ye. ~ 
Ye. 

§f of PI •• tic 
No No No Glals 

• CtHtifiCiltion mUllt 
If -Ye.- No. per If -Ve,- No. per Paper 
Unit Packaging wgt. container Peckage wgt container Other (Specify) 

be submitted 6 oz. 3 and 6 I 
3. Location of Net Content. Information 4. Size(s) Retail Container 5. Locetion of Leb,' Direotions 

L Lebel r til Container 0.023.0.045,0.091 and 0.136 fl. oz. @ On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product §UthogrePh 0 Other Printed 
Paper reued 
Stenei tad 

Section - IV 
1. Contact Point (Comp/e,e items directly below for identific.tion of individuel to be conMcted, if necessary, to proceu this IIPfJ/ic.tkJn.) 

Name Title Telephone No. Unclude Aroo Code) 
Timothy A. Dotson Technical Director 678·638·3713 

Certification 6. Oat. A~pplic81ion 

I certify that the Itetements I have mede on this 'orm and all attachments thereto a,. true. accurate end complete. R<<<!YO(f. 
I acknowledge that any knowlinglly 'al.e or misleading statement may be punilhable by fine or imprisonment or (Stamped I 

. both under applicable law. ... " , 

1n.ture 3. Tide 
e 

..---::: A ). f>---... Technical Director 
. 

'r c. - ',,' .,: 
c 

. Typed Name 5.0ete 

Timothy A. Dotson i l J/" "> 
D6 11::",,",.. Rt;; , IA. . .. 7n. 
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Timothy A. Dotson 
Technical Director 
Regulatory Affairs North America 
Tel: 678-638-3713 
Fax: 678-638-3715 

January 13, 2003 

Ms. Ann Siboid 
Team 3, Insecticide Branch 
Registration Division (H7505C) 
Document Processing Desk (NOTIF) 
Office of Pesticide Programs 
Room 266A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

SUBJECT: Frontllne®Top Spot® for Cats, EPA Reg. No. 65331-2 
Frontline®Top Spot® for Dogs, EPA Reg. No. 65331-3 
Frontllne® Plus for Cats, EPA Reg. No. 65331-4 
Frontline® Plus for Dogs, EPA Reg. No. 65331-5 
NOTIFICATION of Label Revisions Per PR-Notice 2001-6 

Dear Ms. Sibold: 

3239 Satellite Blvd. 
Duluth. 6A 30096 
Tel, 678 638 3000 

Please find enclosed a NOTIFICATION per PR-Notice 2001-6 for revIsion of pesticide 
disposal statements for the aforementioned Frontline® products. Since Merial chose to 
adopt the exact wording set forth in this notice, the Master labels are being submitted by 
NOTIFICATION only. Enclosed are copies of EPA Form 8570-1 along with a highlighted copy 
of the revised Master labels for the 3X/6X pipette presentations for cats/dogs including all 
four weight range presentations (dogs only). Please note the printed facsimile labels may 
not be actual size. 

Thank you for your assistance. Please call me at 678-638-3713 (email at 
timothy.dotson@merial.com) if you have any questions regarding this submission. 

Sincerely, 

--::hY A. Dot'!: A ) D -h ~ 
Technical Dire~t~ . 
Regulatory Affairs NA 
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Convenient spot treatment for 
fast-acting, long-lasting 
control of fleas and ticks 

For Dogs & PuppIes 70 weeIcs or 
older and up to 22 Ibs. 
For Dogs 23-44 Ibs. 
For Dogs 45-88Ibs. 
For Dogs 89-132 Ibs. 
ACTIVE INGREDIENTS 
flpronil.... . ....... , .... 9.7% 
INERT INGREDIENTS .. , .... 90.3% 
TOTAL... . ............... .100,0% 

KEEP OUT OF 
REACH OF CHILDREN 
CAUTION 
Contains ~(6).o.o23 fI oz 
(0.67 mil applicators 
Contains 3(6)-0.045 n oz 
(1.34 mljappllcators 
Contains 3(6)-0.091 n oz 
(2.68 mil applicators 
Contains 3/6)-0.136 "02 
(4.02 mil applltators 

•• 
t. 

(Prototype Graphics) 

lIicmF/CArtON 

JAN 2 7 2003 



How to Apply 

+ 

FRONTLINE" 
Top Spot" 

£Ordog. 

1. To RemowI Applicator from Chllcl-ll8lillGnt Pockoge 
Use Icilson. Or lift and remove p'aJtic tab to expose 
foil, then .,...1 down. 

2. To Open Applicotor 
H old upright and snap applicator tip away from face 
and body. 

3. To Apply FROHTI.JHr 
Place applicator tip through animal's hair to the skin 
level between the shoulder blades. Squeese applicator, 
applying entire contents in Q single spot to the 
anima"s skin. 

Questions or Comments? emma 
Call: 1·800·660·1842 :.-
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FRONTLIHE® ,...Dogs& ........ ,OWftb .. 
.,., ...... 22 .... 

Top Spot® 
,... Dog. 23·44 lb •. 
,... Dogs 45-88/bs . 
Fe. Dog. 89.132/"'. 

for dogs 

FRONTLINE provides convenient and effective flea and tick control for 
ftr(dogs and P'-I'Pes JO_aolderond",to22ll:a, dogs,..;ghing 2344 Ibo., 
dogs weighing 45·88 Ibs., dogs weighing 89-132 Ibs.}. 

Frut.GCtInli and Iong.lastlnll 

p,...,.nb reinfestatlon 

Convenient to use 

KJII. newly emerged adult flea. Ware they lay egg. 

Control. flea. which may cause flea ",Ie"., thtmGfItls 

Kill. alllfoge. of hrown dog ticks, Anntrican dog ticks, lone Ifor 
ticks and de., tlcks (which may carry Lyme disease) 

FRONTLINE contoins \he active ingredient fipronil which has a unique 
mode of action thot effectively torge\1 fleas and ticks. ApronJI collects in 
the oils of the skin and hoir follicles, and continues to be released from 
hoir follicles onto the skin and coat, resulting in long-lasting activity. 

" Brown Dog Tick 

" lone Stor Tick 

" Deer Tick 

" American Dog TIck 
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FROHTLINEO 
Top SpotO 

for dogs 
FRONTUNE pl'O\lides convenient and effective flea and tick control for (dogs and puppies 10 weeks or 
older and up to 22 Jbs., dogs v.eighing 2J..44 Ibs., dogs weighing 45-88Ibs., dogs weighing 89-132Ibs.). 

Directions For Use 
It is 0 violation of Federal law to use this product in a manner inconsistent Wtth Its lobeUng. Do not ollow 
children to apply product. TO PREVENT HARM TO YOU AND YOUR PET. READ ENTIRE LABEL AND 
ENClOSED DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULL'r USE ON DOGS ONLY. DO NOT USE ON RABBITS. DO NOT USE ON 
OTHER ANIMALS. 

To kill fleos and all stages of brown dog ticks, American dog tiCks, lone ltar ticks, and deer ticks 
(which may corry Lyme disease), apply to dogs and puppies (10 weeks or older) as follows 

Hold applicator upright and snap applicator tip away from face and body, pJoce applicator tip through 
animol's ho;r to the skin level between the shoulder blades. Squeeze applicator, applying entire 
contents in a single spot to the animal's skin. Avoid superficial application to the animal's hair. Only 
one applicator per treatment is needed. 

Frequency Of Application 
When used monthly, FRONTLINE TOP SPOT FOR DOGS completely controls both flea and tick 
Infestations. Research demonstrates that FRONTUNE kills odult fleas for up to three months. FRONTLINE 
kiDs tkks for at least one month. A once monthly application is recommended where tick control is needed. 
Although FRONTUNE con control fleas for up to three months, if there is a h~ risk of reinfestotion or if 
the pet has fleas which may couse flea allergy dermatitis, a once monthly application may be needed 

FRONTLINE remains effective even after bathing, water immersion, or exposure to sunlight. Avoid 
contact with treated area until dry, Do not reapply FRONTLINE for 30 days. 

Meriol Limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA MADE IN FRANCE 

®FRONTUNE and TOP SPOT are registered trademarks of Merial 
Cl2001 Merial. All rights reserved. 

.EPA Reg. No. 65331-3 
EPA Est. 65331-FR-2 

(EPA Est. 74720-DEV-IJ 
(EPA Est. 74528-CHE-I J 

(EPA Est. XXXXX-XXX-XJ 

1f)O.l ore nat SIltst\ed with 
FRCNTi.I'JEforOOf~ 
1heproric""" bit rapltad 
or the purchase price 
refunded. 1f)O.li1CM!' 00f 
questions or comments, 
piea,e c;dl..&:X).66()..1842 

~--------------------------------------------~ 



FRONTLINE® 
Top Spot® 

for dogs 

FOR DOGS & PUPPIES 10 weeks or older 
Convenient spot treatment for fost-acting, 
long.lasting contral of fleas and ticks. 

ACTIVE INGREDIENT 
fipronil. . . . . . . . . . . . . . . . . . . . . . . . .. 9.7% 
INERT INGREDIENTS. . . . . . . . . . . . .. 90.3% 
TOTAL. . . . . . . . . . . . . . . . . . . . . . .. 100.0% 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
FRONTL1N~ provides convenient and effective flea and 
tick control for dogs and puppies. 

Fast-acting onc:llong-lasting 
Prevents reinfestotion 
Convenient to use 
Kills newly emerged adult fleas before they loy eggs 

• Controls fleos which may couse flea allergy demlOtitis 
• Kills all stages of brown dog ticks, American dog ticks, 

lone storticks, and deer tid<. (which may cony Lyme disease) 

FRONnJN? contains the active ingredient fiproniJ which has 
a unique mode of action that effectively targets fleas and 
ticks. Fipronil collects in the oils of the sid" and hoir follides, 
and continues to be released from hoir follides onto the skin 
and coot, resulting in long-lasting activity. 

DIRECTIONS FOR USE 
It is a violation of Federal low to use this product in (] manner 
inconsistent with its labeling. Do not allow children to apply 
product. TO PREVENT HARM TO YOU AND YOUR PEl; 
READ ENTIRE lABElAND DIRECT10NS BEFORE EACH USE. 
FOLLOW All DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFUllY USE ON DOGS ONLY DO 
NOT USE ON RABBITS. DO NOT USE ON OTHER ANIMALS. 
To kill fleas and all stages of brown dog ticks, American dog 
ticks, lone star ticks, and deer ticks (which may corry Lyme 
disease), apply to dogs or puppies (10 _ks or older) as foil""", 
Remove applicator from ch;ld~res;stont package. Hold 
applicator upright and snap applicator tip away from face 
and body. Place applicator tip through animal's hair to the 
skin level betvv'een the shoulder blades. Squeeze appliCator, 
applying entire contents in a single spot to the animal's 
skin. Avoid superficial application to the animal's hair. Only 
one applicator per treatment is needed. 

FREQUENCY OF APPLICATION 
When used marlIhIy, FRONTlJNE" TOP SPOT FOR DOGS 
completely cootroIs both flea and tick infestotians. Resean:h 
dernanstroIos \hat FRONTlJNf' kills adult fleas for up to three 
months. FROm-LlNE- kills ticks for at least one month. 

11111 
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A once monthly application is recommended where tick 
control is needed. Although FRONTLINE· can control 
fleas for up to three months, if there is a high risk of 
reinfestotion or if the pet has fleas which may couse flea 
allergy dermatitis, a once monthly application may be needed. 
FROm-LINE- remains effective even after bathing, water 
immersion, or exposure to sunlight. Avoid contact with 
treated area until dry. Do not reapp~ FRONrUNE" for 30 days. 

STORAGE AND DISPOSAL 
Do not contomirate water, load, orf"ed by storoge and disposal. 

. STORAGE. Store unused product in original container 
only, out of reach of children and animals. 
PESTICIDE DISPOSAL. If partly filled, Call your local 
solid waste agency ar I·SOO-CLEANUP far disposal 
instructions. Never place unused product down any indoor 
or outdoor drain. 
CONTAINER DiSPOSAL. If empty' Do not reuse this 
container. Place in trash or offer for recycling if ovailable. 

FIRST AID 
Hove the product container or label with you when colling a 
poison control center or doctor or going for treatment. 
IF SWALlOWED: Coli a poison control center or doctor 
immediately for treatment ocMce. Hove person sip a glass of 
water if able to swallow. Do not induce vomiting unless told to 
do so by a poison control center or doctor. Do not give 
anything by mouth to an unconscious person. 
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 eye. CaU a 
poison control center or doctor for treotment adVice. 
IF ON SKIN; Wash with plenty of soap and water. Get 
medical attention if irritation persists. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS. CAUTION. 
Harmful if swallowed. Causes eye irritation. Avoid contact 
with skin, eyes ordothing. Wash thoroughly with soap and 
weter after handling. 
HAZARDS TO DOMESTIC ANIMALS. 
For external use only. Do not use on puppies under 
10 weeks of age. Individual sensitivities, while rare, may 
occur after using any pesticide product for pets. Pets may 
experience Some temporary irritation at the site of product 
application. If signs persist, or become more severe 
within a few days of application, consult a veterinarian 
immediately. Certain medications can interact with pesticides. 
Consult a veterinarian before using on medicated animals. 
Consult a veterinarian before using this product with other 
pesticides. This product may be harmful to debilitated, 
aged, pregnant, or nursing animals; consult a veterinarian 
before using. Call 1-800~660-1842 for 24-hour assistance. 

PHYSICAL OR CHEMICAL HAZARDS 
FLAMMABLE, Keep away from heat and open flame. 
HOW SUPPLIED 
For easy and convenient treatment, FRONTLINP is 
available in sizes for small dogs and puppies 10 weeks or 
older and up to 22 Ibs., medium dogs 23-44 Ibs., large 
dogs 45-88 Ibs., and extra large dogs 89- J 32 Ibs. 

WARRANTY 
Seller makes no warran1y, expressed or implied, concerning 
the use of this product other than indicated on the label. 
Buyer assumes all risk of use and handling of this material 
when such use and handling are contrary to label instructions. 

EPA Reg. No. 65331-3 

Meria' Limited 
3239 Satellite Blvd. 
Duluth, GA 30096·4640, USA 

®FRONTLINE and TOP SPOT are 
registered trademarks af Meriol. 
1ti2003 Melial. All rights reserved. 



FRONTLINE-
"Flea and Tick Protection Card" Top Spot-
Apply FRONTLINE'E monthl)o, or at nHded, for dogs 1 lor continuous protection ogoinst '''0$ and ticks. 

Month 1 Month 2 Month 3 
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R ...... the ..n-w.1HIdrhtf and .-.. ,our ,."..,..., door. 
-1--_____ ------______ -=-== _____ ------- -
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FRONTLINE-
"Flea and Tick Protection Card" Top Spot - . 
Apply FRONTLINEr§ monthly, or os needed, 1 lor continuous protection ogoinst fko! and ticks. 

for dogs 
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Blister Package 
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Conta'lns: fi ranil (9.7%) 

Contains: fi ronil (9 7%) 


