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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Louis S. Grosso, Ph.D. 
Merial Limited 
2100 Ronson Road 
Iselin, NJ 08830-3077 

Dear Dr. Grosso: 

NOV 30 I~~ 

Subject: Frontline Top Spot for Dogs 
EPA Reg. No. 65331-3 
Your label amendments dated 9/29/98 and 11130/98 

The labeling referred to above, submitted in connection with registration under the 
Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable subject to the 
comments listed below. One copy of the fInished labeling must be submitted prior to releasing 
the product for shipment. 

Correct the net contents on pages 2 and 3 of the attached label. 

As noted in the registration notice dated May 20, 1998, you must clarify thaI the 
directions for dogs weighing over 88 lbs is an exception to the directions to use only 
one pipette per treatment. Otherwise, the two sentences appear to be inconsistent with 
each other. 

If you have questions, please call Ann Sibold at 703 305-6502. 

~~ 
J ~ -Marion 1. Johnson, Jr. 
,- - Product Manager 3 

Insecticide Branch 
Registration Division (7S05C) 
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FRONII1NE® 
TOP SPOfrMFCRIXm 

(For do;,r and puppies up 10 221bs.) 
(FDr dogs 23-44Ibs. / For dogs 45-88 Ibs.) 

O:III\'enent, spot treatment for fast acting, 
lomg lasing control offleas and ticks. 

Kiills fuas up to 3 months. 
Kiills ti:is for I month. 

_-\CrIVE :J.IGREDIENT 
~, :-lIIlino-l-(2,6-dic:hlor0-4-( trilluoromethyl)phenyl}-4-«(lR.,s)-
,:;riifillomnethyl)su lfinyl)-I-H ·pyrazole-3-carbonitrile ................... 9.7'% 
ISf:RT ="GREDlENTS ............................................................... 90.3% 
7crIAL ...................................................................................... 100.0% 

i KlEEP OUT OF REACH OF CllLDREN 
C.~UTION 
(CootaiIs 31 0.023 fl oz (0.67 ml) pipettes) 
(CootaiIs 31 0.045 fl oz (1.34 ml) pipettes) 

'-____ --1. _____ --' (CootaiIs 31 0.09\ fl oz (2.68 m\) pipettes) 
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For 
DOGS&t 
PUPPIES 
'up to 22 lOs 

FRONTUNE 
",: -". - ,," "" . TOP SPOT 

Kills fleas and ticks 
Convenient spot treatment for 
fist-acting, long-lasting 
centrol of nus and tieu. 

3 Easy to Use plpette~ 
"""'-... 7 ----'.ft, oar_ MIl" 
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~~GS FRONTLINE I 
23-41, Ibs . _.' '. .- TOPSPOT 

:. Kills fleas and ticks 

Convenient spot treatment for».)
fast-acting. long-lasting 
control of fleas and tickS. ~ 

,,~--

3 Q 

Easy to Use Pipettes 

JICM_ .,.OI? ~_. _____ ---'" 
_~ ____ .'OI" 
1U!IL.-___ .. ______ --'00 0'10 

CAUTION_ovrOl"""HOIOI~ C%!! .•... _'-'.0,10"".$0""1"_ ~ 
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~~GS FRONTLINE 
I,5-88Ibs TOP SPOT 

Kills fleas and ticks 
Convenient spot tr-..Jcmenr for 
fast-acting, long-lcsting 
control orneas a~ ticks. 

3 Easy to Use Piptttes° 

lCITC_ ______ .. _.-.J" 
IISI't INti seem • Jt, 1l1<li ___ .. 
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FRONTLINE® 
TOP SPOTTM FOR DOGS 

F rontline® provides convenient and effective flea and tide control for dogs 
(weighing 23-44 Ibs. 14S-88Ibs.) and puppies up to 221bs. 

• Fast acting • Long lasting - up to 3 months for fleas 
• Prevents reinfestation • Convenient to use 
• Kills newly emerged adult fleas before they lay eggs 
• Controls fleas which may cause flea allergy dermatitis 
• Kills all stages of brown dog ticks, American dog ticJcs.. lone star ticks, and 

deer ticks (the major carrier of human and canine Lyme disease) 

Frontline® contains the active ingredient fipronil which has a unique mode of 
action that effectively targets fleas and ticks. Fipronil collects in the oils of the 
skin and hair follicles and continues to be released from hair follicles onto the skin 
and coat, resulting in long residual activity. 
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FIRSTAlD 
IF SWALLOWED: Call! a p~ or PoisoD Control Cent"'". Drink 1 or 2 glasses of water and induce 
vomiting by touching baIck of throat with finger. If person is lIDCOIl5Cious, do not give anything by mouth 
and do nOl in~ vomilIing. 
IF IN EYES: Flush ~'CS with pIeDIy of water. Call a physician if irritation persists. 
IF ON SKIN: Wash .. it!I pleny oC soap and water. Get medical attention if irritation persists. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HVMA."I'S. CAUTION. Harmful if "''allowed. Causes eye irritation. Avoid contact with 
skin, eyes. or clo~ Wash lhoroughly .. ith soap and water after handling. 
HAZARDS TO DOMESTIC ..... '.1MAlS. For external use only. Do not use on puppies under 10 weeks of 
age. Individual sensitniities, ,.hik rart, may occur after using any pesticide product for pets. Pets may 
experience some temporalY i.-ritalion aI the site of product application. If signs persist, or become more 
severe within a few days of applicatiOD, consult a \'Cterinarian immediately. Certain medications can 
interact with pesticides. CoIl5".h a veterinarian before using on medicated animals. ConsolI a veterinarian 
before using this produOt with other pesticides. This product may be harmfu1 to debilitated, aged, pregnant 
or nursing animals; COIlSnIt a \~ before using. Call 1.g~ 1842 for 24 hour assistance. 

PHYSICAL OR CHEMICAL HAZARDS 
FLAMMABLE. Keep 3!\\'ay {;om. heat and open flame. 

WARRANTY 
Seller makes no warranty, e~ or implied, concerning the use of this product other than indicated on 
the labe\. Buyer asSlIlllO$ all risk of use and handling of this material when such use and handling are 
contrary to label insrruci:ions. 

Meria! Limited 
2100 Ronson Road 
Iselin, NJ 08830·3077, USA 
Frontline~ is a registered ua6:marlt on-feria! Limited. 

EPA Reg. No. 65331·3 
EPA EST. Nos. 65331·FR·2;65331·DEU· 
I; 65331·GA·l 



) 

) 

DIRECTIONS FOR USE 
h is a violation of FedeIal !.a1>' 10 use tiIis product in a manner inconsistenl with its labeling. Do nol 
allow children 10 apply product TO PREVENT HARM TO YOU AND YOUR PET, READ ENTIRE 
LABEL AND AITACHED DIRECTIO)l.'S BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND 
PRECAUTIONARY STATEMa'TS CAREFULLY. USE ON DOGS ONLY. DO NOT USE ON 
OTItER ANIMALS. 

To kill fleas and all stages of bl'OW'D dOl: ticks, American dog ticks, lone star ticks, and deer ticks 
(known to cany Lyme disease), apply 10 dogs or puppies (10 weeks or older) as follows: Wear household 
lale:~ gloves and hold tube upright. Snap applicalor tip away from face and body. Place applicator tip 
through animal's hair 10 the skin level between the shoulder blades. Squeeze tube. applying entire 
oonlents in a single spot 10 the animal's skin. Avoid superficial application 10 the animal's hair. Only one 
pipette per treatment is needed. (For dogs weighing over 88 Ibs use the appropriate combination of Top 
Spoln< sizes.) 

FREQUENCY OF APPLICA TION 
Research demonstrates that F rontliDe® kiDs fleas up 10 three months and ticks for alleast one month . 
.... once monthly use is recommrnded where there is a high risk of reinfestation, if the pel has fleas which 
may cause flea allergy dermatitis. or in situations where tick control is needed. When nsed monthly, 
frontline® completely controls boIh flea I!IId tick infestations. 
in areas with less se-.'CfC flea infestations or in areas where ticks are nOI a threat, Frontline® can be 
lpplied once every Iwo 10 three lIlOmhs. 

Frontline® remains effective e\"eIl after bathing. water immersion, or exposure to sunlight. Avoid 
contact with treated area until dry. Do not reapply Frontline® for 30 days. 

STORAGE & DISPOSAL 
Do not contaminate waler, food.. or feed by storage and disposal. 
STORAGE. Slore unnsed prodnct iD original container only, oul of reach of children and animals. 
PESTICIDE DISPOSAL. Waste resulting from use of this product may be disposed of on site or at an 
lpproved 1"3Ste disposal facilily. 
CONTAINER DISPOSAL. Securely "'flIlI original container in several layers of newspaper and discard 
:n trash. 
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PIPEITE IDENTIFICA nON 
TOP SPOT FOR DOGS 

Up to Z2 1bs./l3-44 Ibs. 145-88 lbs. 
EPA Ret. No. 65331-3 
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