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FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION:

a. File Number:

b. Sponsor:

c. Established Name:
d. Proprietary Name:
e. Dosage Form:

f. How Supplied:

g. How Dispensed:

h. Amount of Active Ingredients:

Route of Administration:

—

Species/Class:

s

k. Recommended Dosage:

l.  Pharmacological Category:

m. Indications:

ANADA 200-202

IVX Animal Health, Inc.
3915 South 48"™ Street Ter.
St. Joseph, MO 64503

Drug Labeler Code: 059130

Ivermectin
PHOENECTIN Liquid for Horses
Oral liquid

100 mL container
200 mL container

Rx

10 mg ivermectin per mL
Oral

Horses

The recommended dose is 91 mcg of ivermectin per 1b
(200 mcg/kg) of body weight. Each mL contains
sufficient ivermectin to treat 110 1b (50 kg) of body
weight: 10 mL will treat an 110 1b (500 kg) horse.

Anthelmintic

Indicated for the effective treatment and control of the
following parasites in horses:

Large Strongyles (adults):

Strongylus vulgaris (also early forms in blood vessels)
S. edentatus (also tissue stages)

S. equinus

Triodontophorus spp. including:

T. brevicauda

T. serratus

Craterostomum acuticaudatum



n. Pioneer Product:
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Small Strongyles (adults, including those resistant

to some benzimidazole class compounds):
Coronocyclus spp. including:

C. coronatus

C. labiatus

C. labratus

Cyathostomum spp. including:

C. catinatum

C. pateratum

Cylicocyclus spp. including:

C. insigne

C. leptostomum

C. nassatus

C. brevicapsulatus

Cylicodontophorus spp.

Cylicostephanus spp. including:

C. calicatus

C. goldi

C. longibursatus

C. minutus

Petrovinema poculatum

Small Strongyles: Fourth-stage larvae

Pinworms (adults and fourth-stage larvae) - Oxyuris
equi

Ascarids (adults and third- and fourth-stage larvae) —
Parascaris equorum

Hairworms (adults) — Trichostrongylus axei
Largemouth Stomach Worms (adults) — Habronema
muscae

Bots (oral and gastric stages) — Gasterophilus spp.
including G. intestinalis and G. nasalis

Lungworms (adults and fourth-stage larvae) —
Dictyocaulus arnfieldi

Intestinal Threadworms (adults) — Strongyloides
westeri

Summer sores caused by Habronema and Draschia spp.
cutaneous third-stage larvae; Dermatitis caused by neck
threadworm microfilariae, Onchocerca sp.

EQVALAN Liquid for Horses; ivermectin; NADA 140-
439: Merial Ltd.
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o. Effect of Supplement: This supplement provides for new indications for use
claims protected by a three-year exclusivity period that
expired on August 09, 2007:

Large Strongyles — Craterostomum acuticaudatum,
Small Strongyles — Petrovinema poculatum and
Coronocyclus spp. including C. coronatus and C.
labratus.

The generic labeling includes additional indications for
use claims for some currently-approved parasite genera
that were revised to add corresponding species for which
data already exist in the NADA file; separation of the
listing of adult small strongyle species from their related
fourth stage larvae; and changes to reflect updates in
scientific nomenclature. These changes are as follows:

Large Strongyles (adults) — Triodontophorus spp.
including T. brevicauda and T. serratus;

Small Strongyles (adults, including those resistant to
benzimidazole class compounds) — Cyathostomum spp.
including C. catinatum and C. pateratum; Cylicocyclus
spp. including C. insigne, C. leptostomum, C. nassatus,
and C. brevicapsulatus; Cylicostephanus spp. including
C. calicatus, C. goldi, C. longibursatus, and C. minutus;
Small Strongyles — Fourth-stage larvae;

Bots — Gasterophilus spp. including G. intestinalis and
G. nasalis.

2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS:

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the
Generic Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an
Abbreviated New Animal Drug Application (ANADA) may be submitted for a generic
version of an approved new animal drug (pioneer product). New target animal safety and
effectiveness data and human food safety data (other than tissue residue data) are not
required for approval of an ANADA.

Ordinarily, the ANADA sponsor is required to show that the generic product is bioequivalent
to the pioneer, which has been shown to be safe and effective. If bioequivalence is
demonstrated through a clinical endpoint study, then a tissue residue study to establish the
withdrawal time for the generic product should also be conducted. For certain dosage forms,
the agency will grant a waiver from the requirement of an in vivo bioequivalence study (55
FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter; Bioequivalence Guideline,
October 9, 2002).
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Based on the formulation characteristics of the generic product, [IVX Animal Health, Inc. was
granted a waiver from the requirement of an in vivo bioequivalence study for the generic
product PHOENECTIN (ivermectin) Liquid for Horses. The generic product is administered
orally, and contains the same active and inactive ingredients in the same concentration and
dosage form as the pioneer product. The pioneer product, EQVALAN (ivermectin) Liquid
for Horses, the subject of Merial Ltd., NADA 140-439, was approved on July 01, 1987.

3. HUMAN SAFETY:

This drug is intended for use in horses, which are non-food animals. Because this new animal
drug is not intended for use in food-producing animals, data on human safety pertaining to
drug residues in food were not required for approval of this ANADA.

Human Warnings are provided on the product label as follows:
Not for use in humans. Keep this and all drugs out of the reach of children. Refrain from
smoking and eating when handling. Wash hands after use. Avoid contact with eyes.

4. AGENCY CONCLUSIONS:

This ANADA submitted under section 512(b) of the Federal Food, Drug, and Cosmetic Act
satisfies the requirements of section 512(n) of the act and demonstrates that the product
PHOENECTIN (ivermectin) Liquid for Horses, when used under its proposed conditions of
use, is safe and effective for its labeled indications.

5. ATTACHMENTS:

Facsimile generic labeling and currently approved pioneer labeling are attached as indicated
below:

Generic Labeling for ANADA 200-202:
PHOENECTIN (ivermectin) Liquid for horses
100 mL container

200 mL container

Package outsert

Pioneer Labeling for NADA 140-439:
EQVALAN (ivermectin) Liquid for Horses
100 mL container

Carton

Package outsert
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Indications: For the Effective Trestment and
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Hairworms, Pi dworms { ds),
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NDC 59130-680-22

Phoenectin®
(ivermectin)

Liquid for Horses
10 mg per mL

CAUTION: Faderal law restricts this drug 10 use
by or on the order of a licensed veterinarian.

FOR ANIMAL USE ONLY
ANADA 200-202, Approved by FDA

NET CONTENTS: 200 mL
®

’ RESIDUE WARNING: Do not use in
horses intanded for human consumptian.

HUMAN WARNINGS: Not for use in humans. Keep
this end B drugs out of the reech of childran,
Relrain from emoking end eating when handking,
Wash hands after use, Avoid contact with eyes,

Precautions: Phoenectin® {ivermectin) Liquid has
been formulated specifically for use in horses
anly, This product should not be used in ather
animal species as severs adverse reactions,
inchuding fatalites in dogs, may result

Storage Information: Stora in a tightly closed
container at room wmperature, Protact Phoenactin®
{ivermactin} Liquid (undikrted or dilutad) from kght.

IVX Animel Heaith, Inc.  of NX Animal Health, inc.
St Josaph, M0 54503
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Hairworms, Pir
Ws(w&)m larm

Stomach Worms, Bots, Lungworms, Summer Sores and
Cutaneous Onchaerdiasks.

RECOMMENDED DOSE: 91 meg of ivermedin per Ib (200
mag/kg) of body weight £ach ml contains sufficent iermectin

totreat 1101 (50 kg) of body weight; 10 mL will treat an 1100 Ib
{500 kg) horse.

See: package insert for complete indications and use directions.

Rev 06-04

1022-11719-08 Lot No & Exp Date ¥

1-5/8"x1/2"
No Varnish Area

* 8 TLICURT U U

EQVAMN

(tvermectin)
Liquid for Horses

10 mg per mL

Cawtion: Federal (U.SA) law restricts this drug to use
by or on the order of a ficensed veterinarian

Product 25877
100 ml

-

WEARN(TS oL Tor ase in humans. Keep this and afl drugs out

oﬂhemd:ddidmn Do not use in horses Intended for

mﬁmﬂ. Refrain from smoking and eating when

inds aftes use. Avoid contadt with eyes.

PRE('AIIT!ONS EQUALAN® (Nermedln) l.lqmd has been

ted spedificaly for use i horses only, Thes produd

stwdr\o(bemedmoﬂmamrmlspeasassmreadwrse
reactions, induding fatalities in dogs, may result

STORAGE INFORMATION: Store in a tightly dosed container
2t room ture. Proted EQVALAN Liquid (undiluted or
diluted) from light.
US. Pat. 4,199,569

Marketed by Merial Limited, Duluth, Georgialooss-mo
EQUVALAN i a registered trademark of Merial,
Copyright © 2004 Meril Limited. AI!R!ngRservad
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should be treated initially at 6
to 8 weeks of age, and routine
treatment repeated as
appropriate. EQVALAN
{ivermectin) Liquid effectively
controls gastrointestinal
nematodes and bots in
horses. Regular treatment will
reduce the chances of
verminous arteritis and colic
caused by Strongylus vulgaris.

PRODUCT ADVANTAGES
Broad-spectrum Control -
EQVALAN Liquid kills
important internal parasites,
including bots and the arterial
stages of S. vulgaris, with a
single dose. EQVALAN Liquid
is a potent antiparasitic agent
that is neither a benzimidazole
nor an organophosphate.

WARNINGS

Not for use in humans. Keep
this and all drugs out of reach
of children. Do not use in
horses intended for human
consumption. Refrain from
smoking and eating when
handling. Wash hands after
use. Avoid contact with eyes.
The Material Safety Dala
Sheet (MSDS) contains more
detailed occupational safety
information. To report
adverse reactions In users, to
obtain more information, to -
obtain a MSDS or for
assistance, contact Merial at
1-888-637-4251.

PRECAUTIONS
EQVALAN Liquid has been
formulated specifically for use

n

in horses only. |nis proguct
should rot be used in other
animal species as severe
adverse reactions, including
fatalities in dogs, may resuit.
Environmental Safety
lvermectin and excreted
ivermectin residues may
adversely affect aquatic
organisms. Do pot
contaminate ground or surface
water. Dispose of drug
container in an approved
landfill or by incineration.

INFORMATION FOR HORSE
OWNERS

Owners should be advised of
the potential that swelling and
itching reactions may occur
after treatment with EQVALAN
Liquidin horses carrying heavy

13
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microfilariae, Onchocerca sp.
These reactions are most likely
the result of microfilariae
dying In large numbers,
Symptomatic treatment may
be advisable.

Healing of summer sores
involving extensive tissue
changes may require other
therapy in conjunction with
EQVALAN Liquid. Reinfection,
and measures for its
prevention, should also be
considered.

Owners should be advised to
consult their veterinarian if
these conditions do not
improve.

CLINSCAL PHARMACOLOGY
Mode of Action: lvermectin is

14
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lactone class of endectocides
which have a unigue mode of
action. Compounds of the
class bind selectively and with
high affinity to glutamate-
gated chloride lon channels
which occur in invertebrate
nerve and muscle cells, This
leads to an increase in the
permeability of the cell
membrane to chioride ions
with hyperpolarization of the
nerve or muscle cell, resulting
in paralysis and death of the
parasite. Compounds of this
class may also interact with
other ligand-gated chloride
channels, such as those gated
by the neurotransmitter
gamma-aminobutyric acid

A Dihaadid §

The margin of safety is
attributable to the fact that
mammals do not have
glutamate-gated chloride
channels, the macrocyclic
lactions have a low affinity for
other mammalian figand-
gated chloride channels and
they do not readily cross the
blood-brain barrier.

ANIMAL SAFETY

EQVALAN Liquid may be used
in horses of ail ages, including
mares at any stage of
pregnancy. Stallions may be
treated without adversely
affecting their fertility.

STORAGE INFORMATION
Store in a tightly closed

temperature, Prc
EQVALAN Liguid
diluted) from ligh
HOW SUPPLIEC
EQVALAN Liquid
{Product 25877)
a 100 mL plastic
bottle contains s
ivermectin to tre;
(1100 ib) horses.
may be poured il
graduated cylind
measurement. A
clean syringe ma
directly into the |
off the appropri:
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