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344 Nassau Street

“Princeton, NJ 08540

USA

Dockets Management Branch
HFA-305 ,
5630 Fishers. Lane, Room 106]\
Rockville, MD 20852

| CITIZEN PETITION | |
(ANADA SUITABILITY PETITION)

ECO Animal Health hereby submlts thxsé petition under Sectron 512(n)(3) of the Federal
Food, Drug, and Cosmetic Act to seek permission from the Director, Office of New
Animal Drug Evaluation, Center for Veterinary Medlcme to file an Abbreviated New

- Animal Drug Apphcatmn (ANADA) whrch d:ffers in strf:ngth ﬁ:em the mnovator

product.
A Actlon reqnested

ECO Amma.l Health seeks penmssmn to ﬁle an ANADA for a genenc eqmvalent of the

‘,mnovator product Ivomec® (1vermectm) Injection for Cattle and Swine, 1% sterile

solution, NADA 128-409 Merial Ltd., which differs from the innovator product in

_strength in that the genenc product is. pmwded as a 2% ivermectin solution for injection

which is admlmstered in one half 1he dose volume of the innovator produet

',-

Statement of grounds

Under provisions of the Federal Food, Drug, and Cosmeuc Act, Section 512(n)(3):
' “If a person wants to submit an abbrev1ated apphcatron for a new '
: ~ animal drug- , s

(A) whose ac‘uve mgredmnts, route of adnumstratmn, dosage form
or strength differ from that of an appmved >w animal drug, or

(B) whose use with other animal drugs in ammal feed dlffers from

 thatofan apptoved new ammal drug, L

such person shall submit a petmon to the Secretary seekmg the perm:ss:on to file such an
application.” : :

This ANADA Suxtablhty Petm(m quahﬁes under the provxslons of the F ederal Food
Drug, and Cosmetic Act, Sectlon 512 (n}(B)(A) in tha;t penmssmn is. sought to change
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only the strength 2% mstead of 1%) and dose volume (one half that of the mnovator

product) while mamtalm’ng the same dese level of the approved new ammal drug

‘The proposed 2% 1vermect1n genenc pmduct isa true sohmon and contams the same

active and inactive mgredxents in the same concentration as the i innovator product, except

~ for the ivermectin active mgredlent which is present at 2% 1nstead of l% and will be

dosed at one half the Volume of the mnovator product.

A. Dosage Form: As indicated above 2% 1vermect1n mjectmn for cattle and swine is
prov1ded as a ready-to-use stenle solutlon for ugectxon asis the mnovator product.

B. Route of Adm1mstrat10n 2% :1vc1mcctm injection for cattle and swme is intended
for subcutaneous mjecuon as 1s the mnovator product. i

C. Recommended Dosages*

In cattle, the 2% ivermectin. gener;tc mjectlon is formulated to provide the same ,
recommended dose level of 200 mcg 1vermectm/kllogram of body welght in cattle when
given subcutaneously at the rate of 0.5ml/1101b (50 kg).

In swine, 2% ivermectin genenc mjec’aon is formulated to dehver the recommended
dose level of 300 mcg 1vermect1n/kﬂogram body welght when glven subcutaneously
in the neck at the rate of 0.5 mL/75 Ib. (33 kg).

Thus the ivermectin genenc product at Z% 1vermectm strength and 0ne~half the dose
volume prov1des the same dosc level as the 1% 1vermect1n mnovator product

The labeling for the 2% 1vermectm genenc solution wxll be ldentxcal to the ploneer
Ivomec ® Injection for Cattle and Swme labeling with the exceptlon of the substitution of
ECO Animal Health’s product name (to be determmed), company name and address, and
for the increased strength and decneased dose volume discussed above. .

The indications for use will mclude the mdlcauons in the original NADA 128-409 and
any approved supplements that are not subject to exclusmty at the tnne of ANADA
approval. , l :

A copy of the mnovator package msert 1s attached as Appendlx A as a1d in this review.

C Envmmmental nnpact

ECO Animal Health beheves that ‘ehls peutlon is subject to categoncal exclusmn under
21CFR25.24.

lE) Economlc impact

An economic 1mpact analysxs wxll be prov1ded if requested after review of tlns petmon
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~The undemlgned certifies

: E Certxﬁcatmn

that to the best knowledge and belief of the undemgned this

petition includes all information and views on which the petition rehes, and that it
includes representative data. and mformatlon known to the petmoner Whlch is unfavorable

to the petition.

This submission/ inClude’s

"ECO Animal Health develops and markets ammal health p/ oduct
United States, it is the animal health division of ECO LLC
registrations. ECOLLCis iocated at 8209 Hollister Avenue, [

an Orig;l nal and two addmonal eemes

' 'siwerldWide' In the
olds the U. S.
Vegas, NV 89131. The

NCD Labeler Code is 066916. All correspondence and enqmﬂes regardmg animal health
products should be dlrected to the Prmceton NJ address -

Please do not hesitate to contact me 1f yeu have any quesnons or reqmre addmona,l

information.

Thank you

Nate ‘Manco

Smcerely, ; ﬁ B
* // g

Director, US Manufacturing Affmrs
nate. manco@ecoanunalhealth com

Tel: 1-609-683-9051
Cell: 1-609-240-8365
Fax: 1- 609-683-3727
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- - Appendix A: Package Insert for Menal I% Ivermectm Injectmn for Catﬂe and Swme | '
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. Appendlx A: Package Insert far Menal I% Ivermecun Injectmn Contmued' :

, Qam WOMEGMWMMWWWWM
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Appendix A: Package lnsert for

Menal 1% Ivermectm Injectxon Contmued
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Appendlx A Package Insert for

[ Y

Me;mal 1% Ivermectm Injection - Contmued

‘quarters. .

- fiior to bre
‘Treat 7-14 days prior to farowing e
Boars:Frequency and hsed for treatments are dependsnt upon

“expostire. -
Traataﬂeasﬂwomsam

5 .
| Ptﬂsexposed wmwmsaawmmmymmma
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Appendix A: Package Insert for Menal 1% Ivennectm Injecuon Contmued

* IVOMEC Injection for C
specifically for use in cat
- only. 'nus pfoduct 3

. Environmental Safely
,mmmmmmmwmmma
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- ECOMECTIN 2% INJECTION FOR CATrLE AND Swnw, ;

. Appendix A: Package Insert for Mena} 1% Ivermectm Injectlon Contmued

The 2 500 ~*mudesmsmmmm ulfcie
mzmheaqofmh{zsokg)cameor 000 head
. swing.

erial Limited
!sekn,NJ,US.A o
U.S. Pat. 4,190,569 8 4,853,¢
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