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ORIGINAL ABBREVIATED NEW ANIMAL DRUG
APPLICATION (ANADA)

ANADA 200-341

SparMectin-E

(ivermectin)
10 mg/per mL

Anthelmintic Suspension for Horses

For the treatment and control of large strongyles, small strongyles,
hairworms, pinworms, roundworms (ascarids), intestinal threadworms,
largemouth stomach worms, bots, lungworms, summer sores, and cutaneous
onchocerciasis.

Sponsored by:
Veterinary Laboratories, Inc.

12340 Santa Fe Trail Drive
Lenexa, KS 66215
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water by direct apphication or by mproper
tisposal of drug containers. Dispose of drug
contaner In appraved landfill or by
incineration

Notes 10 Veterinacian

Swelling and itching reactions after
treatment with wermectin have occurred in
horses carrying heavy infections of neck
threadworm microfilanae, Onchacerca sp
These reactions were most likely the result
of microfilaniae dying in large numbers,
Symptomauc treaiment may be advisable.

of sores  nvolvi

extansive tissue changes may reque other
therapy in conjuction with wermectin
Reinfection, and measures for its
prevention, should also be considered

3

Special consideration should be gwen to
the effects or potential for wury from
handling, restraint, and placement of the
tube duning administration by stomach tube.
ivermectn liqud should be administered by
drench of the nsks assocrated with tubing
are of concern. Due to the consequences of
improper admimistration {also see Dosege
and Administration}, SparMectin-E Liguid 15
intended for use by a veterinanan only and
is not recommended for dispensing

tvermsctin ligind in 1 to 20 and 1 to 40
dilutions with tap water has been shown to
be stable for 72 hours under the conditions
recommended for the produet {i.e., at room
temperature, 1n a fightly closed container,
protected from hght). The diluted product
does not promote the growth of common

®»

organisms However, prolonged storage of
the diluted product can not be
recommended, as the effects of possible
contarunates and nteractions with
untested materials are unknown,

Package Information

SparMectin-E Liguid for Horses is available
w g 190 mL plastic bottle. Each hottle
in to treat 10-
500 kg (1100 b} horses. Contents may be
poured inta & graduated cyhnder for dose
measurement. Alternatively, a clean syringe
may be inserted directly into the bottle to
draw off the appropnate dose.

ANADA 200-341, Approved by FDA

Sparhawk-Veterinary Laboratorres, lnc
Lenexa, KS 66215, USA
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Precautions;

RESIDUE WARNING: Do not use i harses
mtended for food purposes

CAUTION: SparMectin-E (ivermectin} Liqud tas been
farmulated specifically for use t horses only. This
product should not be used i ather animal species as
severe adverse reactions, meluding fatelties wn dogs,
may result
Refrain fram smoking and eatng when handhing Wash
hands after use Avoid contactwith eyes
Keep this and al} drugs out of th it of children.
Storeina z;qhﬂv closed comatner at room temperature
between 15 and 30°C (89"-86°F), Pratect SparMectn-E
Lguid {undduted or difuted) from light

1-6725-04

Rev $:02

Bots (oral and gastric stages)

Gastrophilus spp

Lungworms

{adults and fourth stage farvae}
Dictyacaulus amfieldi

Intestinal Theeadworms

{aduits).

Strongyloides wester

Summer Sores caused by Habronema and
Draschia spp cutaneous third-stage larvae

of wvermectn per kilogram (91 meg/ib) of
body weight Each mL contans sufficient
wermectm to trgat 110 th (50 kg} of body
weight. 10 mb wall treat an 1100 b {500 kg)
horse

Admigistration

Use a calibrated dosing syninge nserted
wito the bottle to measure the appropriate
dose or pourt the SparMectin-E Liguid into a

to Veterinanan). Use tepid water to flush
any drug remaming i the tube into the
horse's stomach

Administration hy dreach:

For admunistration by tms method, an
undiluted dose 1s usually preferred Clear
the horse's mouth of any food matenial,
elevate the horse's head, and using 2
syringe, deposit the appropriate dose n the
back of the mouth. in order 10 avoid

Dermatitis caused by neck th m
mucrofitariae, Onchocerca sp

e
SparMectin-E  Liquid for Horses s
formulated for administration by stomach
tube {nasogastric intubation} or as an oral
drench. The recemmended dose s 200 meg

der for dase
Use 2 clean syrmge if accessing the bottle
to avad g the I
product
Administration by stomach tube
{gravity or positive flow): The recommended
dose can be used undiluted or diluted up 1o
40 times with clean tepid water {see Notes

g or the | for
maternial to enter the trachea and lungs, do
not use excessive pressure {squirtingl, do
not use a large (dited) dose volume, and
do not deposit the dose in the laryngesi
area. Increased dose rejection may occur f
the dose is deposited in the buccal space.
Keep the horse's head elevated and

abserve the horse to msure the dose 1s
etained

Suggested Parasite

Control

Al horses should be included n 3 regular
parasite control program with particular
attention being pawd to mares, foals and
yearlings. Foals should be treated initially at
6 to 8 weeks of age, and routine treatment
repeated as appropriate. SparMectin-E
efiectively controls  gastromtestinal
nemstodes and hots n horses. Regular
treatment will reduce the chances of
vernunous anentis and colic caused by S.
vulgaris. With its broad spectrum,
wermectin is well suited to be the major
product in a paraste cantrol program

5 s y .
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directians,

Made i USA  ANADA 200-381, Approved by FDA
Sparhawk-Veterinary Laboratories, Ing

Lenexa, K5 86215, USA

LotNo Exp Date

{tlvermectin)

CAUTION: SparMecqu {ivermectin} Liquid has been
for use in horses only, This

Liquid for Horses

FOR VETERINARIAN USE ONLY

Caution: Federal (US.A) tew resincts this drug to use
by or onthe arder of a hcensed vetermanan,

NET CONTENTS: 100 mL

proguct should not be used in other animaf species as
severe adverse reactons, including fatalies ¢ dogs,
may resul

Refraw from smoking and eating when handling. Wash
hands after use Avoid contact with eyes.

Kaep this and all drugs ot of the reach of children.
Stare i 2 tightly closed conamer 3t room temperature
hatwaen (5 and 36°C {89°-86'F) Protect SperMecting
Liguid {undiluted or diluted) from hight.

+6725-04 Rev. 9-02
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DOSAGE AND ADMINISTRATION:

EQVALAN® (ivermectin) Liquid for
Horses is formulated for administration
by stomach tube (nasogastric intuba-
tion) or as an oral drench. The recom-
mended dose is 200 mog of ivermectin
per kilogram (81 megfib) of body
weight. Each mL contains sufficient
ivermectin to treat 110 1b {50 kg) of
body weight; 10 mL will treat an 1100 Ib
{500 kg) horse,

See package insert for complete indi-
cations and use directions.

Store in a tightly closed container at
room ternperature. Protect EQVALAN
Liquid (undiluted or diluted) from hght.

Lot No & Exp Date Q

MERCK

AgVet Division

Merck & Co, Inc
Rahway, New Jersey 67065-0312, U S.A

11862 1onpoxd

Ul 200 Sus oy
S350} 40} pinbyy

(unosuLani)
RULE,

Each mL contains 10 mg ivermectin,
0.2 mL propylene giycol, 80 mg poly-
'sorbate 80, 9 mg sodium phosphate
monobasic monohydrate, 1.3 mg
sodium phosphate dibasic anhydrous,
1 mg butylated hydroxytoluene, 0.1 mg
disodium edetate, 3% benzy! alcohol
and purified water q.s. ad 100%.,

WARNING: Do not use in
horses intended for food pur-

CAUTION: EQVALAN® (ivermectin)
3 Liquid has been formulated specifically
for use in horses only. This product
should not be used in other animal spe-
cies as severe adverse reactions, in-
cluding fatalitles in dogs, may resuit.

Refrain from smoking and eating when
handling. Wash hands after use. Avoid
contact with eyes,

Keep this and all drugs out of the
reach of children.

stricts this drug to use by oron the
a licensed veterinarian.

0373-258770

INDICATIONS:

EQVALAN® (ivermactin) Liquid provides efiective con-
trot of the following parasites or parasitic conditions in
horses: Large Strongyles — aduits and arterial larval
stages of Strangylus vulgaris, aduits and tissue stages
of S. edentatus, adults of S. equinus and Triodon-
fophorus spp; Small Strongyles — including those re-
sistant to some benzimidazole class compounds (adults
and fourth-stage tarvae) — Cyathostomum spp,
Cylicocyclus spp, Cylicostephanus spp. Cylicodon-
tophorus spp; Pinworms (adults and fourth-siage lar-
vae) — Oxyuris squi; Ascarids (aduits and third- and
fourth-stage larvae) — Parascaris equorum; Hair-
worms (adults) — Trichostrongylus axei; Large-mouth
Stomach Worms (adults)— Habronema muscae; Bots
(oral and gastric stages) — Gastrophilus spp; Lung-
worms (aduits and fourth-stage larvae) — Dictyocaulus
arnfisldi; intestinal Thread (adults) — Strongy-
loides westeri; Summer Sores caused by Habronema
and Draschia spp cutaneous third-stage larvae; Der-
matitls caused by neck threadworm microfilariae,
Onchocerca sp.

ENVIRONMENTAL SAFETY:

Studies indicate that when ivermectin comes in contact
with the soll, it readily and tightly binds to the soil and
becomes inactive over time. Free ivermectin may ad-
versely affect fish and certainwater-borne organisms on
which they feed. Do not contaminate lakes, streams, or
ground water by direct application or by improper dis-
posal of drug containers. Dispose of drug container in an
approved landfill or by incineration.

U.8, Pat 4,199,569 Made in U.S.A,
EQVALAN REG TM MERCK & CO., INC. 83939
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FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION:

a. File Number: ANADA 200-341

b. Sponsor: Veterinary Laboratories, Inc.
12340 Santa Fe Trail Drive
Lenexa, KS 66215
Drug Labeler Code: 000857

c. Established Name: Ivermectin

d. Proprietary Name: SparMectin-E

e. Dosage Form: Liquid

f. How Supplied: 100 mL plastic bottles

g. How Dispensed: Rx

h. Amount of Active Ingredient: 10 milligrams of ivermectin per mL

i. Route of Administration: Oral drench or stomach tube (nasogastric intubation)

J.  Species/Class: Horses
k. Recommended Dosage: 200 micrograms per kilogram of body weight as a
single dose

. Pharmacological Category: Anthelmintic

m. Indications: For the treatment and control of large strongyles,
small strongyles, hairworms, pinworms, roundworms
(ascarids), intestinal threadworms, largemouth
stomach worms, bots, lungworms, summer sores, and
cutaneous onchocerciasis.

EQVALAN; ivermectin;
NADA 140-439; Merial Ltd.

n. Pioneer Product:

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



Freedom of Information Summary
ANADA 200-341
Page 2

3 nA affartivanaca A £ 1
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 remnremen‘r of an in vivo hlﬂqu“Vﬂ]P‘n(‘P q‘mr]v (55 FR 24645, June 18, 1990:;

Fifth GADPTRA Pohcy Letter; Bioequivalence Guideline, October 9,2002).

Based on the formulation characteristics of the generic product, Veterinary Laboratories, Inc.
was granted a waiver from the requirements for an in vivo bioequivalence study for the generic
product, SparMectin-E, on October 1, 1999. The generic product is administered as an oral
liquid, contains the same active ingredient in the same concentration and dosage form as the
pioneer product, and contains no inactive ingredients that may significantly affect the absorption
of the active ingredient. The pioneer product EQVALAN, NADA 140-439, was approved on
September 8, 1987.

3. HUMAN SAFETY:

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

Human food safety and human exposure warning statements are provided on the product label as
follows: “Refrain from smoking and eating when handling. Wash hands after use. Avoid
contact with eyes.” “Keep this and all drugs out of the reach of children.” “Do not use in
horses intended for food purposes.”

4. AGENCY CONCLUSIONS:

This ANADA submitted under section 512(b)(2) of the Federal Food, Drug, and Cosmetic Act
satisfies the requirements of section 512(n) of the Act and demonstrates that SparMectin-E, 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 200-341:
SparMectin-E, 10 mg ivermectin per mL
100 mL container label with accompanying package insert.

Pioneer Labeling for NADA 140-439:
Merial Ltd.’s EQVALAN, 10 mg ivermectin per mL.
100 mL container label with accompanying package insert.




water by diect application or by mproper
disposal of drug contamers. Dispose of drug
contamer in approved landfill or by
ncineration

Notes to Velerinacian
Swelling and itching reactions after
with i have d in

Special consideration should be given to
the effects or potentiat for injury from
handiing, restraint, and placement of the
tybe during administration by stomach tube.
Ivermectin hquid should be administered by
drench f the nisks associated with tubing
are of concern. Due to the consequences of

horses carrying heavy infections of neck
threadworm mcrofilariae, Onchoocerca sp.
These teactions were most likely the result
of microfilariae dying in large numbers
Symyptomatic treatment may be advisable.

Healing of summer sores involving
extensive tissue changes mat\{‘ require other
2 h iction with 7 ,

proper administration (also see Dosage
and Administration), SparMectin-E Liquid is
intended for use by a veterinanian only and
1s not recommended for dispensing.
tvermectin hquid in 1 to 20 and 1 to0 40
dilutions with tap water has been shown to
be stable for 72 hours under the conditions
recommended for the product (i.e., at room

py 0 I
f and for s
prevention, should aisc be considered.

i3

P , in a tightly closed container,
protected from light). The diluted product
does not promote the growth of common

"

organisms. However, prolonged storage of
the diuted product can not be
recommended, as the effects of possible
contaminates and interactions with
gntested materials are unknown.

Package Information

SparMectin-E Liguid for Horses is avalable
in a 100 mL plastic bottle Each bottle
contains sufficient wermectin to treat 10-
500 kg (1100 1b) horses. Contents may be
poured into 2 graduated cylinder for dose
measurement. Alternatively, a clean syringe
may be inserted directly into the bottle o
draw off the apprapriate dose.

ANADA 200-341, Approved by FDA
Sparhawk-Vetermary Laboratories, Inc
Lenexa, KS 66215, USA

1%

Precautions:

RESIDUE WARNING: Do not use m horses
mignded for food purposes

CAUTION: SparMectin-E {vermectin) Liquid has been
formutated specifically for use i horses only. This
product should not be used i other amimal species as
severe adverse reactons, including fatalties i dogs,
may resuit

Refarm from smoking and eating when handling. Wash
hands aker use. Avoid comtactwith eyes.

Koep this and all deugs out of the reach of children.
Swrema t;ghﬂy closed container at room lemperature
betwaen 15 and 30°C {59°-86°F). Pratect SparMectin-£
Liguid {undiluted or diluted) from hight,

1-6725-04 Rev. 902

Intraduction

Description

indications

Oosage

Admimstration

Suggested Parasite Contro! Program
Mode of Action

Safety

Precautions

Environmental Safety

Notes to Veterinarian 1
Package Information

Bots {oral and gastric stages}:

Gastrophilus spp

Lungwaoms

{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, Onchocercasp.

Dosage .

SparMectin-E  Liqud for Horses s
formulated for administration by stomach
tehe {nasogastric intubation} or as an oral
drench. The recommended dose is 200 mcg

M §

of vermectn per kdogram {91 meg/lb} of
body weight. Each mlL contains sufficient
wermectin to treat 110 & (50 kg) of body
weight: 16 mt. wall treat an 1100 1b (500 kgj
horse.

Administration

Use a calibrated dosing syringe inserted
into the bottle to measure the appropriate
dose, or pour the SparMectin-E Liquid into a
graduated cylinder for dose measurement.
Use a clean syringe if accessing the bottle
to avoid contaminating the remaining
product.

Administration by stomach tube

{gravity or positive flow}: The recommended
dose can be used undiluted or diluted up to
40 times with clean tepid water {see Notes

6

to Vetetnarian}, Use tepid water to flush
any drug remaining in the tube into the
horse's stomach.

Administration by drench:

For administration by this methed, an
undiluted dose is usually preferred. Glear
the horse's mouth of any food matenal,
elevate the horse's head, and using a
syringe, deposit the appropriate dose m the
back of the mouth. In order to avoid
unnecessary coughing or the potential for
matenal to enter the trachea and lungs, do
not use excessive pressure {squirting}, do
not use a targe {(diuted) dose volume, and
do not deposit the dose in the laryngsal
area Increased dose rejection may occur if
the dose is deposited in the buccal space.
Keep the horse's head elevated and

7

observe the horse to insure the dose IS
retained.

Suggested Parasite

Control Program

All horses should be included m a regular
patasite control program with particular
attention being pard to mares, foals and
yearlings. Foals shoutd be treated initially at
6 to 8 weeks of age, and routine treatment
ropested as appropriate. SparMectin-E
effoctively  controls  gastrointestinal
nematodes and bots in horses. Regular
treatment will reduce the ch of

Mode of Action

lvermectin, one of the avermect
certain  parasitic  roundworm:
ectoparasites such 85 mites and |
avermectins are different in thei
from other antiparasitic agents. Th
tnvolves a chemical that serves as
from one nerve cell to another, o
nerve ¢ell to a muscle cell. This che
neurotransmitter, is called
amincbutyric acid or GABA.

In roundworms, ivermectin stimul
relgase of GABA from nerve endi

verminous arterits and colic caused by S.
vulgaris. With its broad spectrum,
wermectin 1s well susted to be the major
product in a parasite control program.

8

binding of GABA to
receptors at nerve junctions
interrupting nerve Impulses -
paralyzing and killing the parasite.
The enhancement of the GABA ¢

Precautions:

{ndications: For the wreatment and control of farge 3
small

PWOITS,

dv ntestinal

largemouth stomach worms, bots, lungworms,

Sumemer soras ang culaneous OnChocarciasss

Recommended Dose: 200 racg of vermectin per kilogram
/bl of body weight. Each mL cantams sufficient

i (50 kg of body weight 10 mL

wailltreat an 1100 (500 kgl horse

Sea packaga insert for complete mdications and use

dicections

Made m USA ANADA 200-34t, Approved by FDA

Sparhawk-Vetennary Laboratones, inc

Lenexa, KS 66215, USA

LotNe Exp. Date

SparMectin-E
10 mg/mL
(lvermectin)

Liquid for Horses

RESIDUE WARNING: Do not use in horses
witended for food purposes

CAUTION: SparMectn-€ {vermectin] Liqud has been
formujated specifically for use in horses anly, This
product should not be used i other amemal species as
severe advarse reachons, inchiding fatalties in dogs,

mayresult

FOR VETERINARIAN USE ONLY
Caution: Federal {U.SA} law restricts this drug to use

Refrain from smoking and eating when handiing. Wash
hands sfter vse Avoid contact with eyes

by or onthie order of a ficensed veterinanan ;to-r'; hi ;m;dim; hof child
in @ tightty closed camainer at room tem) g
NET CONTENTS: 100 mL Do 1 o S0 (5 o) Prac Spartocn
Uguid{undiluted or diluted) from ight
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MERCK

€ MERe

Merck & Co., Inc.
fabway, New Jersey 07065-0312, USA.

Product 25877

100 mL

I

DOSAGE AND ADMINISTRATION:

EQVALAN® (ivermectin) Liquid for
Horses is formulated for administration
by stomach tube {nasogastric intuba-
tion) or as an oral drench. The recom-
mended dose is 200 meg of ivermectin
per kilogram (91 mcg/ib) of body
weight, Each mL contains sufficient
ivermectin to treat 110 1b (50 kg) of
body weight; 10 mL will treat an 1100 b

(500 kg) horse.

Ses package insert for complete indi-

cations and use directions,

Store in a tighlly closed container at
room temperature. Protect EQVALAN

Liquid (undiluted or diluted) from hight.

Lot No & Exp Date \'4

MERCK

AgVet Division

Merck & Co, Inc
Rahway, New Jersay 07085

0812, USA
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Each mL contains 10 mg ivermectin,
0.2 mL propylene glycol, 80 mg poly-
'sorbate 80, 9 mg sodium phosphate
monobasic monohydrate, 1.3 mg
Sodium phosphate dibasic anhydrous,
1 mg butylated hydroxytoluene, 0.1 mg
disodium edetate, 3% benzy! alcohol
and purified water q.5. ad 100%.

Precautions:

ivermectin

_Liquid for Horses
,.Emmar,.f

WARNING: Do not use in
horses intended for food pur-
poses.

CAUTION: EQVALAN® (ivermectin)
Liquid has been formulated specifically
for use in horses only. This product
shouid not be ysed in other animal spe-
B cies as severe adverse reactions, in-
cluding fatalitles in dogs, may resuit.
Refrain from smoking and eating when
handling. Wash hands after use. Avoid
contact with eyes.

lKeep this and all drugs out of the
feach of children,

Caution: Federal (U.S.A.) law re- ;

stricts this drug to use by oron the

order of a licensed veterinarian.

100mL - Product 25877 ieeR eI en

INDICATIONS:

EQVALAN® (ivermectin) Liquid providas sfiective con-
trol of the foliowing parasites or parasitic conditions in
horses: Large Strongyles — adults and arteriai larval
stages of Strangylus vulgaris, adulls and tissue stages
of S. edentatus, adults of S. equinus and Triodon-
tophorus spp; Small Strongyles — including those re-

| to some benzi le class compounds (aduits
and fourth-stage larvae) — Cyathostomum spp,
Cylicocyclus spp, Cylicostephanus spp, Cylicodon-
tophorus spp; Pinworms (adulls and fourth-stage lar-
vae) — Oxyuris equi; Ascarids (adults and third- and
fourth-stage larvae) — Parascarls equorum; Hair-
worms (aduits) — Trichostrongylus axei; Large-mouth
Stomach Worms {adults) — Habronema muscas; Bots
(oral and gastric stages) — Gastrophilus spp; Lung-
worms (adults and fourth-stage larvas) — Dictyocaulus
arnfieldi; Intestinal Threadworms (adulis) — Strongy-
loides wasteri; Summer Sores caused by Habronema
and Draschia spp cutaneous third-stage larvae; Der-
matitis caused by neck threadworm microfilariae,
Onchocerca sp.

ENVIRONMENTAL SAFETY:

Studies indicate that when ivermectin comes in contact
with the soll, it readily and tightly binds to the soil and
becomss inactive over time. Free ivermectin may ad-
versely aifect fish and certain'water-borne organisms on
which they feed. Do not contaminate lakes, streams, or
ground water by direct application or by improper dis-
posal of drug containers, Dispose of drug containerin an
approved landfill or by incineration.

U.S. Pat 4,199,569 Made in U.S.A.

EQVALAN REG TM MERCK & CO., INC. 83939
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i 3 VALAN® (ivermectin Liquid for Ivermectin is derived from the EQVALAN Liquid Is indicated for
Introduction EQ es has been formulated for avermectins, a family of potent, the effective 'treatment. and contro!
Description 4 Hor? siona! administration by broad-spectrum antiparasitic agents, of the following parasites or para-
Indications 5.8 gtrgmiih tube or oral drench. One which are isolated from fermen- sitic conditions in horses:
Dosage 7 jow-volume dose is effective tation of Streptomyces avermitifis. Large Strongyles:
Administration 7,8 against important internal para- EQVALAN Liquid is a clear, ready- Strongylus vulgaris (adults and
Parasite sites, inciuding the arlerial stages to-use solution with each mi arterial larval stages) )
Su%g;\i:i‘\jpfz;am 9 of Strongylus vulgaris, and bots. containing 1% ivermectin (10 mg), S. edentatus {adults and tissue
. ; d developed b 0.2 mlL propylene glycql. 80 mg stages)
Mode of Action 10,11 D(!isecr:)t;,;;ef(:o?nn Merck He?searcz polysorbate 80, 9 mg sodium phos- 8. equinus {adults)
Safety 12 iaboratories vermectin is a potent phate monobasic monohydrate, Triodontophorus spp {aduits)
Precautions 13 antiparasitic agent whose chemical 1.3 mg sodium phosphate dnt;asxc Small Sfrongyles — inc(pd_mg
Environmental Safety 14 structure is different from those of anhydrous, 1 mg butylated hydrox- those resistant to some benzimida-
to Veterinarian 15, 16 other antiparasitic agents. its con- ytoluene, 0.1 mg disodium ede}gte(i zale class compounds {adults and
Notes to Ve - ’17 venience, broad-spectrum sfficacy 3% benzyl a!co:nol and purifie fourth-stage larvae):
Package Information and safety margin make EQVALAN water @.s. ad 100%. Cyathostomum spp
Liquid an ideal parasite control Cyl/_cocyclus spp
product for horses Cylicostephanus spp
Cylicodontophorus spp
Pinworms
53&“&“5'0'5 liée,g‘s‘erw wadomarico! {adults and fourth-stage larvae): 15
Whitehouse Station, N.J , U.S.A Oxyuris equi ]
4
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Ascarids (adults and third- and
fourth-stage larvae):
Parascaris equorum

Hairworms (aduits):
Trichostrongylus axei

Large-mouth Stomach Worms
{aduits):
Habronema muscae

Bots (oral and gastric stages):
Gastrophilus spp

Lungworms

(adults and fourth-stage larvae):
Dictyocaulus arnfield;

Intestinal Threadworms

(adults):

Strongyloides westeri

Summer Sores caused by Habro-

nema and Draschia spp cutansous
third-stage larvae,

Dermatitis caused by neck thread-
worm microfilariae, Onchocerca sp.

=eVvdlan (ivermectin)

Dosage

EQVALAN Liquid for Horses is for-
mulated for administration by stom-
ach tube (nasogastric intubation) or
as an oral drench. The recom-
mended dose is 200 mcg of iver-
mectin per kilogram (91 meg/ib) of
body weight. Each mL contains
sufficient ivermectin to treat 110 Ib
(50 kg) of body weight: 10 mL will
treat an 1100 Ib (500 kg) horse.

Administration

Use a calibrated dosing syringe
inserted into the boitle to measure
the appropriate dose, or pour the
EQVALAN Liquid into a graduated
cylinder for dose measurement.
Use a clean syringe if accessing
the bottle to avoid contaminating
the remaining product.

Administration by stomach tube
{gravity or positive fiow): The recom-

7

PNVELIEIT) (ivermectin)

[Ecxvallai jvermectin)

mended dose can be used undilut-
ed or diluted up 1o 40 times with
clean tepid water (see Notes to
Veterinarian). Use tepid waler to
flush any drug remaining in the
tube into the horse’s stomach.

Administration by drench: For
administration by this method, an
undiluted dose is usually preferred.
Clear the horse's mouth of any food
material, elevate the horse’s head,
and using a syringe, deposit the
appropriate dose in the back of the
mouth. In order to avold unnecessary
coughing or the potential for material
to enter the trachea and lungs, do
not use excessive pressure (squirt-
ing), do not use a large (diluted) dose
volurne, and do not deposit the dose
in the laryngeal area. Increased dose
rejection may ocour if the dose is
deposited in the buccal space. Keep
the horse’s head elevated and
observe the horse to insure the dose
is vetained. 8

Suggested Parasite
Control Program

All horses should be included in a
regular parasite control program
with particular aftention being paid
to mares, foals and yearlings.
Foals should be treated initially at
& to 8 weeks of age, and routine
treatment repeated as appropriate.
EQVALAN effectively controls
gastrointestinal nematodes and :
bots in horses. Regular treatment .
will reduce the chances of ver-
minous arteritis and colic caused

by 8. vuigaris. With its broad spec-

trum, EQVALAN is well suited to be

the major product in a parasite con-

trol program.

Mode of Action

rms except that nerve impulses

Safety

" Precautions For

Ivarmectin, one of the avermectins,
kills certain parasitic roundworms
and ectoparasites such as mites
and lice. The avermectins are dif-
ferent in their action from other
antiparasitic agents. This action
involves a chemical that serves as
a signal from one nerve cell o
another, or from a nerve cell 1o a
muscle cell. This chemical, a neu-
fotransmitter, is called gamma-
aminobutyric acld or GABA.

In roundworms, ivermectin stimu-
lates the release of GABA from
fierve endings and enhances bind-
ing of GABA to special receplors at
nerve junctions, thus interrupting
Nerve impulses - thereby paralyz-
Ing and kilting the parasite.
The enhancement of the GABA
effect in arthropods such as mites
and lice resembles that in round-
10

are interrupted between the nerve
ending and the muscle cell. Again,
this leads 1o paralysis and death.

The principal peripheral neuro-
transmitter in mammals, acetyl-
choling, is unaftected by iver-
mectin. ivermectin does not readily
penetrate the central nervous sys-
tem of mammals where .GABA
functions as a neurotransmitier.

11

EQVALAN? {ivermectin) Liquid may
be used in horses of all ages
including mares at any stage of
pregnancy. Stallions may be treat-
ed without adversely atfecting their
fertility. These horses have been
- {reated with no adverse effects
other than those noted under
* :Notes 1o Veterinarian.

"' Warning: Do not use in
horses intended for food
- Jf. purposes.

12
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For customer service, contact
Technical Services Department,
U.S. Operalions, Merck AgVet
Division of Merck & Co., Ing.
Box 2000, Rahway, New Jersey
07065-0915.

Environmental Safety
Studies indicate that when iver-
mectin comes in contact with the
soi, it readily and tightly binds to
the soil and becomes inactive over
wme. Free ivermectin may adversely
affect fish and certain water-borne
organisms on which they feed. Do
not contaminate lakes, streams, or
ground water by direct application
or by improper disposal of drug
containers. Dispose of drug con-
taner in an approved tandfill or by
incineration.

14

Notes to Veterinarian
Swelling and itching reactions after
treatment with EQVALAN have
occurred in horses carrying heavy
infections of neck threadworm
microfilariae, Onchocerca sp.
These reactions were most likely
the result of microfilariae dying in
large numbers. Symptomatic treat-
ment may be advisable.

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

Special consideration shouid be
given to the effects or potential for
injury from handhing, restraint, and
placement of the tube during
administration by stomach tube,
EQVALAN Liguid should be admin-
istered by drench if the risks asso-
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ciated with tubing are of concern.
Due to the consequences of
improper administration (also see
Dosage and Administration),
EQVALAN Liquid is intended for
use by a veterinarian only and is
not recommended for dispensing.

EQVALAN Liquid in 1 to 20 and
1 to 40 dilutions with tep water has
been shown to be stable for
72 hours under the conditions rec-
ommended for the product (i.e., at
room temperature, in a tighily
closed container, protected from
light). The diluted product does not
promote the growth of common
organisms. However, prolonged
storage of the diluted product can-
not be recommended, as the
effects of possible coniaminants
and interactions with untested
materials are unknown.

Package informaton:
EQVALAN L qud tor Horses
(Product 25877) s ava abe na
100 mL pastc botte Each botte
conta ns suff cient vermectn 10
treat 10-500 kg (1100 b) horses
Contents may be poured nto 2
graduated cy nder for dose med-
surement Aternaivey a cean
syT nge may be nserted drecty
nto the bott e to draw off the
appropr ate dose




