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8209 HolEster Avenue 
Las Vegas, NV 89131 

August 31,2601 

Dockets Management Branch 
WA-385 
5636 ‘Fishers Lane, Room 1661 
Rockville, MD 28862 

CfTJZEN PETITION 
(ANADA SUlTA8lLlTY PETITION) 

EC0 LLC hereby submits this petition under Section 512 (n) (3) of the Federal 
Food, Drug and Cosmetic Act to seek permission from the Director, Office of New 
Animal Drug Eval’uation, Center for Veterinary Medicine, to file an Abbreviated 
New Animal Drug Application(ANABA) which differs in dosage furm from the 
innovator product. 

A, Action requested 

EC0 LLC seeks permission to file an ANABA for a generic equivalent of the 
innovator product Heartgard 388 Chewabies, NABA 4413-886, Merial Ltd, which 
differs from the innovator product in &sage form. lvermectin generic is a 
compressed chewable tablet whereas Meartgard 388 Chewabtes ,is an ‘extruded 
chewable tablet. 

B. Stafetient of grounds 

Under provisions of the Federal Food, Drug, and, Cosmetic Act, Section 512 (n) 
(3) #fa person ,wants to submit an abbrevjated application for a new 

animai drug- 

(A) whose acttivi ingredients, route of adminiskation, dosage form, 
or strength differ from that of an approved new an&al .drug, or 
(B) whose use -with other animal drugs in animal feed differs from 
that of an approved new animal drug, 

such person -shaL submit a pet&on to the Secret&y seeking permkion to file 
such an application. 



This AMbA Suitability Petitiibn qualifies under the provisions of the Federal 
Food, Drug, and Cosmet+ Act, Section 512 (n) (3) (A) in that permission is 
sought to change only the dosage form of an approved new animaf drug. 
Svermectin generic is &.compressed chewable tablet whereas Xeartgard 308 
‘ChewabEes is an ‘extruded’ chewable tablet. 

The active ingredient in the ivermectin generic chewable, ivermectin, wiii be the 
same as the irmovatoe Heartgard 308 Chewable and wiW be included in the 
igeneric product at thesame concentration and dosed at the same rate and 
trequency as the innovator: 

,A. 

B. 

%. 

DOSAGE FORM Ivermectin is formulated in a palatable 
compressed chewable tablet. Three 
dosage strengths are available for dogs of 
different weight classes. 

ROUTE OF AUMINISTRATION The ,ivermectin generic chewable 
tablets are administered orally at monthly 
intervals during the mosquito (vector for 
D. immitis) season. 

RECOMNIEMDED DOSAGES: The livermectin ‘gen’eric chewable tablets 
are administered bnce mar&My and 
pruvide a minimum of 6 zmcg’ivermectin per 
kg of *body weight (2.,72 n%cgllb) when given 
as follows: 

lvermectin Dog Weiaht 
68 mcg Up to 11 kg (26 ib.) 

136 mcg 12 to 122 kg (26 tu 60 Ib,) 
272 mcg 23 to 45 .kg (‘51. to 100 lb.) 

Bogs heavier than 45 kg (100 Ib.) are administered the appropriate 
combination of these chewable tablets. 

The IabeKrtg for the ivermecti’n generic chewable tablet will be identical td the 
pioneer HeartgardSO@ Ghewables labelirrg with the exception of substitution of 
.ECO LLC’s product name(to be determined) and company name and 
address. 



The indications for use wilt ,include the indications for the original NADA ?40-886 
approved July 3,1686: 

INDICATIONS FOR USE: 

For use in dogs to prevent canine heartworm disease. Ivermectin generic 
chewables (ivermectin) prevents heartworm disease by eliminating the 
tissue ‘larval stages of Dirofiiaria immitis for a month (30 days) after 
infection. 

C- Environmentai impact 
I. 

EC0 LLC believes that this petition is subject to categorfcal exdusion under 2Y 
CFR 26.24. 

D. Economic iinpact 

.An economic. impact analysis uMil1 be providsd if requested after review of this 
petition. 

E. Cefiification 

The undersigned certifies that, to the best knowledge and belief of the 
undersigned, this ,petitionincludes ,ati information and views on which ‘the 
‘petition relies,. and that it includes representative data and information known to 
.&e petitioner which are unfavorable to the petition. 

Gene Komer, Ph.& Consultant 
2617 West County Road 64G 
Fort Collins, C0 80524-1087 
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Ph.D. 
xnty Road 54G 
10 80524-1087 ------ ___~. 
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