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'UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Bosco Wang 
Fort Dodge Animal Health 
PO Box 5366 
Princeton, NJ 08543-5366 

Dear Dr. Wang: 

July 14, 2009 

Subject: Amended label to add breeding safety claims 
ProMeris™ Canine Flea Control 
EPA Registration No. 80490-4 
Decision No. 407404 
Your submission dated March 13,2009 

OFFICE OF 
PREVENTION, PESTICIDES, 

AND TOXIC SUBSTANCES 

The amended label referred to above, s.ubmitted in connection with registration under the 
Federal Insecticide, Fungicide, and Rodenticide Act, is acceptable with the following comments: 

• Delete the following statement: "Available only from a licensed veterinary professional." 

A stamped copy is enclosed for your records. Please submit two (2) copies of your final 
printed labeling before releasing the product for shipment. If you have any questions regarding 
this label, please contact Julie Chao at (703) 308-8735 or chao.julie@epa.gov. 

Enclosure 

Regards, 

Ins cticide-Rodenticide Branch 
egistration Division (7505P) 



PrOMeris· 
Cani~ Flea Control 

Fort Dodge Animal Health 
A division of Wyeth 

~ PrOMeris· 
Canine Flea Control 

. Fort Dodge Animal Health 
A livisioa dWyeth 

Single spot application for control of fleas on dogs and puppies 8 weeks of Ige and older. 

ACTIVE INGREDIENT: 

OTHER ~=~~~~~~ .. (~~~ ... ~~: ... ~.~~.~~~~~) .. :::::::::::::::::::r:::::::::::::::::::::::::::::::::::::::::::::!:::~~ 
TOTAL ............................................................................................................ 100.00% 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

READ ENTIRE LABEL BEFORE USE 
For control of fleas (Ctenocephalides spp.) on dogs and puppies 8 weeks of age and older . . ProMetis" 
Canine Flea Control is a convenient single spot application that provides control of existing flea infestations 
and protects against reinfestation. It may also be used to prevent infestation in flea free dogs and puppies 
8 weeks of age and older taken into a flea-contaminated environment. Kills fleas that may cause flea 
allergy dermatitis. 

A single dose of ProMeris· Canine Flea Control is effective for up to S weeks in controlling fleas. Apply 
a single dose prior to exposure. Monthly application is recommended for effective control of fleas and to 
prevent reinfestation. Do not apply more than once monthly. ProMeris· Canine Flea Control contains 
the active ingredient metaflumizone. Metaflumizone provides a high level of control of fleas by blocking 
gated sodium channels. 

.... ' 

Page 2 

ProMeris" Conine Flea Control can be used in breeding males, as well as breeding and pregnant b~ches. 
Do not use on lactatingfnutlling bitches until at least 5 days after delivery. 

Benefits 01 ProM.rl .. Canine Fl •• Control include: 
Stops and controls infestations of fleas 
Prevents rein!estation of fleas 
Up to S weeks of flea control w~h a single treatment 
Kills the fleas that may cause flea allergy dermatitis 
Convenient and easy to use appticator 
Waterproof 
Effective on indoor or outdoor dogs 
Available only from a licensed veterinary professional 
Pleasant smeU 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeHng. For external 
use on dogs and puppies 8 weeks of age and older. DO NOT USE ON ANY ANIMALS OTHER THAN 
DOGS. 

PACKAGING 

ProMMs- Canine Flea Control is Bvailable in fiVe packaging presentations for different body weights 
of dogs and puppies 8 weeks of age and older (see table below). Each package contains three or six 
individual appticator tubes to provide monthly treatments. The dog body weights and product volume 
sizes are specified on individual labels of cartons, foil pouches and applicators. 

Package Dog Size (tIls) Flo Ol/eppllcator 

XS Dogs 11 pounds and under (:s 11) 0.023 

S Oogsover 11 and up to 22 pounds (>11-22) 0.045 

M Dogs over 22 and up to 55 pounds (>22-55) 0.113 

l Oogs over 55 and up to 88 pounds (>55-lJ8) 0.180 

Xl Oogs over 88 and up to 110 pounds (>88-110) 0.225 

HOW TO APPLY 

CiJ~~~ 
1. Remove one applicator hom the foil pouch. 
2. Hold applicator upright for three seconds to avoid splash when opening. 
3. Use two hands to hold both ends of applicator with printed side hlcing the user and narrow end 

pointing upward and ;may from the user. 
4. To open, bend the tip of appticator towards the user and break along the fracture line. 
5. Do not squeeze applicator when opening. Avoid touching applicator opening. 
S. Fold tip back against the printed side of applicator .. Hold applicator in .one hand using thumb 

to hold tip back against the printed side of applicator. 
7. Push the open tip through dog's hair coat onto dog's sldn between the shoulder blades. Squeeze 

applicator to apply the entire co~tents to the dog's skin. Do not apply on the surface of dog's hair 
coat Avoid contact with treated area until dry. 

8. Avoid aQowing the product to come in contact with your skin. 
9. Place empty applicator in trash. 
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STORAGE AND DISPOSAL 

00 not contaminate Willer, food, or teed by storage or disposal. 
Storag,;: Store in a cool dry place. 
Container Disposal: 
.If..mmlY:: Do not reuse this container. Place in trash or offer for recycling if available. 

"'go' 

~: Call your locaf solid waste agency for disposal instruction. Never place unused product 
down any indoor or outdoor drain. 

FIRST AID FOR HUMANS 

Have the product applicator, carton or this product label with you when contacting a poison control 
center or medical profesSionaf. H in eyes, hold eye open and rinse slowly and gently with water for 
15-20 minutes. Remove contact lenses, ~ presen~ after the firSt 15 minutes, then continue rinsing. 
Coil a poison cOntrol center or doctor for treatment advice. 

PRECAUTIONARY STATEMENTS 

Hazards to Humans 

CAUTION 
Causes moderate eye irritation. Avoid contact with eyes or clothing. Wash thoroughly with soap and 
water after h3ndling and before eating. drinking, chewing gum, or using tobacco. 

Hazards to Domestic Anll1lllis 

For extemal use only. For use on dogs only. DO NOT USE ON Arrf ANIMALS OTHER THAN DOGS. Do 
not use on puppies younger than 8 weeks of age. Certain medications can interact with pesticides. 
ConsuH a veterinarian before using this product on aged, debilitated or medicated animals. Individual 
sensitivities, while rare, may occur after the use of any pesticide product. If skin irritation, change in 
behavior, vomiting or diarrhea is observed sOd persists after the use of the product, call vourveterinarian 
immediately. 
For further product information,caIl1-888-PROMERIS (1-888-776-6374) . 

Physical and Chemical Hazards 
Combustillie. 00 not use or store near heat or open flame. 

UMITED WARRANTY AND DISCLAIMER 

Directions tor use of this product are based upon tests believed to be reliable. The use of this product 
being beyond centrol of the sener, no guarantee, express or implied, is made as to the effects of such 
use or the resutts to be obtained ~ not used in accordance w~h printed directions and established safe 
practice. To the extent consistent with appficable law, buyer's exclusive remedy and seller's exclusive 
liability fur any and aU claims, losses, damages or injuries resulting from the use or handling of this 
product, whether or not based in contract. negligence, strict liability in tort or otherwise shaD be lim~ed, 
at the selle(s option, to replacement of, or the repayment of the purchase price for, the quantity of 
product with respect to which damages are claimed. 

MADE IN ITALY EPA Reg. No. 80490·4 Fort Dodge Animal Health 
P.O. Box 25945 EPA Est No. 81052-ITA-DOI 
Overland Park, KS 66225 

C2008 Fort D:xig9 Animal Haith. a drvision 01 Wyeth. All nghts msarvod 

ACCEPTED 
With COMMENTS 

In EPA letter Dated: 
JUl142009 

Under the Federal Insecticide, Fungicide 
and Rodenticide Act, As amended, for the 
pesticide Registered under EPA Reg. No: 
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Fort Dodge Inte.nds this pfOl!uct 
to be sold only by veterinaffions, 

_ used In_bIIIhed 
veterinaolan/dJenttpatlent 

-/ISo 
Fort Dodge....., I~ 

.pp~.I.ctIon·ltth\s 
""",&OCt Is ooJd by ~ 

outside thb 
v_rInarianIdJantlpatient 
" ieIatJonabJp. . 

For dogs 11 pgI!lIds.. [IS") and'under' . '. 
(S Illbs) .' 

·DIRECTIONS FOR USE . 
It is a vioIalion of Fed1!IaJ-law to use this producl in Ii 
manner iru:onsistent with its 1abeI'~ See inside 
pamplEt for label iI]forma1ion and directiOns for·~ 

· Read the emirs label. diredioi1s·for use and ~jjw to 
Apply" Instructions befOra using the prixiuci each time; 
For use on dogs only. 

For contrd of fleas (Clenot:epha/ide SIlPJ. apJtt the 
· entira contenIS of the epp/i:a!Dr to a sinl)le ~ on·the 
still of the dog between the shoulder blades. 
Do not aPJlly on the SUIface of dog's hair c:o;it. 

· Avoid contact with treated area until dry_ 
~ allowing the ~'to COIl18 in conta# with VOI(l' 

Place empty applicator in trash. 
Monthly awfication is oecoooomeoided f9r ~ control· 
of fteas and to pravent rainfestatiOn.. ' 
Do not aPJlly more than once monthIy _ 

" FOr min biJarmation._yaul~ 
or cal the PrrJMtuis8 Cairins Rea CDirttoJ Consumer: 
~ at 1-8811-P11OMB1S (1-IJII8.n6m4J 
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Fort Dodge Intends!fdopiocbn:t 
to be sold only by veblrlilarians 

,and """" In.establlsh8d 
_narlanldlentlpatlant 

. ~Ips. 

Fort Dodge may institute 
appnlpriUe·1egaJ action ilthls. 

jJroducto=~-
veterinmianJ<tientIpatIant 

reI8tIonsIIIp. 

Sl I 

For dogs 11 ptlUnds 
and under 
~ 11'~) 

DJREC110NS FOR USE 
It is a violation of Federal law to use this produCt in a 
manner inconsistent with its labeling. See' inside 
pamphlet for label informatiori and cflll!Clions for use, 
Read the enlira labeL diJectioi1s for use and'"How to 
Appt( instructions before uslniJ )ho product eacti time. 
For USB on dogs only. ' , 

For control of fleas (CIenocephaIidesspp,).,apPlv the 
enIira co_ of lhs appIicatDr to a singI8.spot.o" die 
skin of Ihe dog bstwesn lhs shoulder tildes. 
Do not apply on lhs SUlfate of dog's hair coat. 
Avoid contact with treated area unta dry, . 
Avoid allowing lhs product to come in contaCt with your 
skin. . 
Place amply appfic<nnr in trash. . 
Monlhly app/'lOSIion is recommended for effe¢Is~. 
of fleas and to prsvent reinfeStation. • 
Do not apply I11OI1Ilhsn once monthly. 

FGrIl1Ol8 ~contactrOl!l~n 
or cal tile I'roM8Iis" Canine ReII C4ntroI Consumer 

. HeIp6ns at 1.ai18-PRoMB!!S (1.aaa.77H,114) 

foR Dodge AnimalHealih 
P,O,8a>l5945 

!M!dand """ KS 66225 
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Fort Dodge may institute 
appropriatelegal_n H,thls 

product is said by .... nons -.­veterinarianldlentlpatlent 
_nohlp. , 

For dogs DIIBI' 55, pounds (L-----J and up to 88 pounds -
(>~fbsJ -

DIREC110NS FOR USE , 
It is a violation of Fed8n!11aw to use !his product in a 
,manner incoi1sistent with i1s, IiIbeIing.. Sea inside_ 
pamphlet for Iabel'inIoimation and IfIll!Clions for Use. 
Read the entire label, directions for use and 'How to 

" Apply" instructions before using the pfoi!utt eachtim8. 
-For use on dogs only. -

For control of fleas (Clenoa1pha5des ~pp.J, apply the 
entire contents of the applicator,to a single Spot on the 
skin of the dog between the shOIdder blades. ' 
Do not apply on the Sl!rface of dog's hair coat. 
Avoid contact with treated area until dIy. 
Avoid abving the product to come in ,conIJa:t with VI1UI' 
!!tin. ' ' 
Place empty applic2tor in trash. 
Monthly applC8lion is recommended for,effet:tiva ~ 
of !leas and to prevent reinfestation. ' -
Do not apply more than once monthly., 

For inOiit-~Coin8ct J1!III'-nn.nan 
otcalltbe~C8nine Rea ContmIConsumer ., 

Helpline at 1~MBIIS (1-8880m.&374! 

Fort Dodge AMnaI H..tlh 
P.O. Box 25945 
o...!ard Pm. KS 66225 
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Fort Dodge ....... this product 
... be said only bY­

and ..... In ootabIlshed 
voterinarlanlcilllntl~ 
~-

Fort Dodge may_ 
.• "--IogDl _Iftbis ......,oct is said by po-.. 

oUtsIdotbls 
_ri8nJcilllntlpotIent 

nlllitionslllp,. 

For dogs over 55 ptJuntIB 
and up ttl 88 pounll!l. 

(> 5IHIB Ibs) 

DIREC110NS FOR USE 
k is • vioIinion of FedenII law to use this prOm.:t in a 
manna< intOflSi.:st2ntwilhits ~ See insid1! 
pamplEt for label Informatiori and diredions for lJ5!!. 
Read !he entire label. directions for use end "How to 
App)(' instrucIians before using !he product each time. 
For use on dogs only. 

For control offteas (CIenoaIphafnJes sp.). ~.tIie entire 
contell1S of !he applicator to a single spot on !he skin of: 
the dog betwoen the slDJlds tUdes. • 
Do oot apply on !he swfo!:e of dog's hair alai. . 
Avoid COnlaCIwiIh 1reatad area until dIy. 
Avoid aRowing !he product to come in cOntact with your 
skin. 
Place empty applicator in trash. 
Montht( application is rec:ommended for effectiye contmI . 
of fleas and to ptuvent reinfesIation. -
Do not apply """,,!han once ",ontldy. 

FoiQ!llia &iIOrinatiO.i; c:iJida,;t yoUi V8terinarian 
or"'Ihe~CBnineF/ss CDn1JoIConsumer· •. 

Helptineat 1-888-PROMER1S (l-888-77&Q74)-- - . ~ 

Fort Dodg.AnnaI HelIIII1 
P.o. Box 25945 
o.edmIPoft,ICS68225 
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DIIEC110NS FOR USE 
h is a violation of Fedel8I law 10 use this product iri •• 
manner inconsistent with its labeling. See inside 
pamplin for label fnfonnation and direcIions for uSe. 
Read the entire label. directions for use and 'How In 
AW( insrrucIions befnre using the produtt ~ time. 
For use on dogs only. . 

For c:on!ruI of fleas (CfeniJcephaJides sppJ. apply .tIlt 
entire contenI5 of the ;qJpIicaIor In a single spot on I!!e 
skin of the dog between the shoWIer blades. . 
Do naI apply on !hi! surfaa! of dog's hair coat. 
Avoid contact with treated area uirti dry. 
Avoid allowing 1he product to come in contact with 'I!'"T. -om . 
Place empty applicator in bash. 
Monthly apPication is , .... ", ... ided for effedive control . 
of fteas and In prevenI JBinfasta1ion. 
Do not apply more than orw:e 1IIIIii!hly. 

. "Forinore~COatactyour~­
or callhe_CIminIIRra CDtrtroIConsumer· 
. __ at U88-I'IIOMEIIISil-888-71&63741 
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CAUTION 
KEEP OUT OF 

/ REACH OF CHILDREN 
Do hot remOVB applic~tor 

... ,,+i><o 
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CAUTION I i; .. ~,... ... :oo,'::.r / ICAUTION 

I KEEP OUT OF I t! tOSI08'N·6. \Wl / KEEP OUT OF 
RE CH OF CHILO EN I " I""!W'II"'I'I %86'1~) / REACH OF CHILDREN 

I , 10 II S~O' 0 SU!"IUOJ I I 

I Do t remove appfic tor \ I sql ZZ·II < sBop ~IB / Do ot remove app~iC or luntd ready to use t . until ready to use 

I proMeris' I i~ (S] / R Me s' \ 
, ~n ne Fl,ea Control I, , / Can ne Flea con~1 \ 

Lol N . ~ 81.9St-CBIIiI Lol N . \ 
1i112345678 I '0 N 101 / 81B345678 . 

~ ~ I I~U.°) eal:/~U ue) / ~ , \ a I·s.paw (i/. ; 
1 ' asn 01 jpe all 0 III " 
\ Small dogs >11·22lbs \ JO)IilgddueNlmail 00 / ~malldogs >11·22Ibs I 
, C.'lain, 0.04511 01 I C'\Inlains 0.045 II 01 : 

I', 113.9B', MelatlumilOne) I . I N~HOIIHJ~O HJ ~H / 113.98% MelatlumilOJe) 'I 
.' EPA Re~ No. 80400-4 ~O InO dHi EPA eg, N •. 80400·4 : 
g~ \ / : 

\
~ tSI I NOllnV3 : 
, Fort Dodoe Animal Health ~~'" : 
~ ............. ~ §-. ...... / I ' 
, ~ ~ I 
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CAUTION I m! "~'HPW~~~" / CAUTION CAUTION \ ./! _H~W~~~'i!~ 
KEEP OUT OF I t! tD6IDB 'N B. ,Vdl / KEEP OUT OF KEEP OUT OF I ti . tOS:B '::S. VIIl KEEP OUT OF 

REACH OF CHILDREN \ : 18UO~wnll'l'N %06 U1 / R CH OF CHILD EN RE CH OF CHILDREN I " l"Ol!W'I~I'W %06'111 / REACH OF CHILDREN 
I I I 10 II t~I'O "'!"luOJ I I I I I , 11I1l OOI'O·UIIIUO r :I::r \ 

~~~ \ /~. ua<iii~T : J:!~~ I'~~~ \ !~. ~lIogrii :~;';;~~. 

~
~~g ~e Flea con~ I: fU.9St-CBIIiI / ~~~g ~e Flea con~1 \ ~~~~,~e Rea Con I \: 8.t9SI-CBIIiI / f:~i~e Flea con~ \\ 

912345678 \ . M lDl / 1i112345678 i 1i112345678 \ . NIOl I m 1i112345678 I 

\ • \ I UO) HI:/ au UI!,) / riiJi) !I ~ rwI \ I UO) eal~ ~~e) I rill :i \ M I '~rallJC1rJd / lID ! \ LLJ \ '~I aWwd / LLJ ,: . 
• ,aSn01ApeaJjQ~ : • asnoljpeBJIO~1 : ~ Medium dogs> 22·55 I I JDlIIlgmlaaNlOJai I 00 / ~edium dogs> 22·55Ibs I \ Large dogs> 55·Balbs \ 100~gddu 91llllai l~ 00 / arge dogs >55.88 Ibs I 

I
, Conlai.s 0.11311 Ol " Contains 0.11311 Ol :1 I' tontains 0.100 II., I C~nlai.s 0.180 II 01 
~ 1l3.m,M'I,II,mil.") I I N~ OlIHJ~O HJV~U / 113.00%M.lall,mil.ne) I \ 113.BBU'I.lIumi,,,,) I N~ OllHHO HJV~U / 1I10B%Met.fiumilOne) 
, EPA Reg. N •. 8D400-4 ~O 100 d~U EPA~eg. No. 8D400-4 : ' EPA Re~ No mOO·4 ~O InO dHll EPA'II.g. No. 80490·4 

g'" / \ ,~ g', \ / 

\ " tSI NOllnn I t!II!l!!!!J I:S \~, W/,j.~itI'An"m'IH"" > , NOllnV3 I 
" 

Fort Dodge Animal .... .;~~ ~II Animal H8e1th : ru \ lUI "' ~" 
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CAUTION i! .. '" ., 
KEEP OUT OF I : tD6IOB"N '!'UVdl 

REACH OF CHILD EN I : (au"!W'lIilaW ,,\86'! il I REACH OF CHILD EN 
I . I '0 II SlZ'O "'!"IUOJ I t 

~~,\!(""il~l :J;~~. 

~::con I \ ~,OOJ"'jJ." /~=COO~ \ & \ .S!raW~d / & I i; 
asnolApeSJlounl : 

~ EJtra large dogl > 88·110 1 s I J OJB~ g lIde aNlI! ai IOU 00 / EJtra large dogl > 88·11 0 Ibs I 

I
, ,Contains 0.ZZ5 II Ol I I c'.nlain. 0.225 II 01 l' 
~ 113.98Uel,lIumiza •• ) I N~HOIIHJ ~o HJV~H I 11i,.90% Melalluliliza,,) I 

, EPA Reg. No. 80400·' lO InO dB~ EPAfleg. No. 8049Q.4 : 
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ProMeris Canine Flea 

ProMeris Canine Flea· 
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