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FREEDOM OF INFORMATION SUMMARY
NADA 140-439

EQVALAN Liquid For Horses

(ivermectin)

This supplement amends the EQVALAN (ivermectin) Liquid For Horses labeling to add
four species of internal parasites and to reflect a change in the Indications section which
separates the listing of adult small strongyle species from their related fourth-stage larvae.

Sponsored by:

Merial Ltd.
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GENERAL INFORMATION:
a. File Number:

b. Sponsor:

c. Established Name:

d. Proprietary Name:

e. Dosage Form:

How Supplied:

How Dispensed:

Amount of Active Ingredients:
Route of Administration:
Species/Class:

Recommended Dosage:
Pharmacological Category:

Indications:
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NADA 140-439

Merial Ltd.

3239 Satellite Blvd.
Building 500

Duluth, GA 30096-4640

Drug Labeler Code: 050604
Ivermectin
EQVALAN Liquid For Horses

Liquid containing 1% ivermectin for administration
by stomach tube or oral drench

100 mL plastic bottle. Each bottle contains
sufficient ivermectin to treat ten 1100 1b (500 kg)
horses.

Rx

Each mL contains 10 mg of ivermectin
Oral

Equine

91 mcg ivermectin per Ib (200 mcg/kg)
Anthelmintic

For 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 and
T. serratus and Craterostomum acuticaudatum,
Small Strongyles (adults, including those resistant
to some benzimidazole class compounds)-
Coronocyclus spp. including C. coronatus, C.
labiatus, and C. labratus, Cyathostomum spp. .
including C. catinatum and C. pateratum,
Cylicocyclus spp. including C. insigne, C.
leptostomum, C. nassatus, and C. brevicapsulatus,



n. Effect of Supplement:

2. EFFECTIVENESS:
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Cylicodontophorus spp., Cylicostephanus spp.
including C. calicatus, C. goldi, C. longibursatus,
and C. minutus, and 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; Large-mouth 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.

This supplement amends the EQVALAN
(ivermectin) Oral Liquid For Horses labeling to
add four species of internal parasites and to
reflect a change in the Indications section which

~ separates the listing of adult small strongyle

species from their related fourth-stage larvae.
Specifically, the supplement provides for the use
of ivermectin oral liquid for the treatment and
control of Craterostomum acuticaudatum,
Petrovinema poculatum, and Coronocyclus spp.
including Coronocyclus coronatus and
Coronocyclus labratus. In addition, under the
sub-heading Small Strongyles, the labeling has
been revised to separate the listing of adult
species from their related fourth-stage larvae.

This supplement revises the label Indications to add four species of internal
parasites. Substantial evidence of effectiveness is based on an effectiveness study
using ivermectin as a different approved dosage form, an oral paste, and on a
demonstration of bioequivalence between the paste and the oral solution.

The bioequivalence of EQVALAN Liquid For Horses (NADA 140-439 original
approval July 1, 1987) with EQVALAN Paste For Horses (NADA 134-314 original
approval May 29, 1984) is contained in a Freedom of Information Summary for
NADA 140-439. EQVALAN Liquid For Horses is expected to be effective for all
of the parasites for which EQVALAN Paste For Horses is approved.
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Based on the current data for EQVALAN Paste for Horses (supplemental approval
to NADA 134-314 dated April 2, 2003), the following parasite species have been
added to the label for EQVALAN Liquid For Horses: Triodontophorus

brevicauda and Triodontophorus serratus, Craterostomum acuticaudatum,
Gasterophilus intestinalis and Gasterophilus nasalis, Coronocyclus coronatus,
Coronocyclus labiatus, and Coronocyclus labratus, Cyathostomum catinatum and
Cyathostomum pateratum, Cylicocyclus insigne, Cylicocyclus leptostomum,
Cylicocyclus nassatus, and Cylicocyclus brevicapsulatus, Cylicostephanus
calicatus, Cylicostephanus goldi, Cylicostephanus longibursatus, and
Cylicostephanus minutus, and Petrovinema poculatum.

TARGET ANIMAL SAFETY:

No new data was required for this supplement to NADA 140-439 (original
approval July 1, 1987) and this supplement did not require review of the original
target animal safety data for this product.

. 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 NADA.

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.” “Do not
use in horses intended for human consumption.”

. AGENCY CONCLUSIONS:

The data submitted in support of this NADA satisfy the requirements of section
512 of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the
implementing regulations. The data demonstrates that EQVALAN Liquid For
Horses is safe and effective for the labeled claim.

This drug is a prescription product. Administration of this product by stomach
tube or oral drench requires the knowledge and experience of a veterinarian.

Under section 512(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act, parts
of this supplemental approval for non-food producing animals qualify for three
years of marketing exclusivity beginning August 9, 2004. The three years of
marketing exclusivity applies only to the treatment and control of the following
parasites: Craterostomum acuticaudatum, Petrovinema poculatum, and
Coronocyclus spp. including Coronocyclus coronatus and Coronocyclus labratus.

In accordance with 21 CFR 514.106(b) (2), this is a Category II change which did
not require reevaluation of other underlying safety or effectiveness data.



NADA 140-439
Page 4

6. ATTACHMENTS:

Facsimile labeling is attached as indicated below:
Carton
Package Insert

Bottle Label
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INDICATIONS )
EQVALAN® (ivermectin} Liquid provides effective treatment
and control of the following parasites In horses. Large
Strongyles (adults) - Strongylus vul {also early forms in
blood wvessels), S, edentutus (also stages), 5. equinus,
Trlodontophoruss spp. including T. brevicouda and T. serratus
and Craterostomum acuticaudatum; Small Strongyles
{adults, including those resistant to some benzimidazole
class compounds) - Coronocyclus spp. including C
coronatus, . lablotus and C labrotus, Cyothostomurm spp.
including C catinatum and C. pateratum, Cylicocycius spp.
induding C. insigne, C. leptostomum, €. nassatus and C.
brevicapsulatus , Cylicodontophorus s%p., Cylicostephanus
spp. indluding C. callcatus, C. goidi, C. longfbursatus and C.
i and Petrovil poculatum; Small Strongyles -
Fourth-stage larvae; Pinworms (adults and fourth-stage
larvae) - urls equi; Ascarids (adults and third- and
fourth-stage larvae) « equorum; Hairworms
aduits) - Trichostrongylus axel; La outh Stomach
(adults} - Habronema muscae; Bots (oral and gastric
stages) - Gasterophifus spp. induding G. intestinglis and G.
nasalis; Lungworms (adults and fourth-stage larvae) -
Dictyocaufus amfleidi; Intestinal Threadworms {aduits) -
Strongyloides wester; Summer sores caused by Hobronema
and Draschia spp. cutaneous third-stage larvae; Dermatitis
caused by neck threadworm microfilariae, Onchocerca sp.

DOSAGE AND ADMINISTRATION

EQVALAN Liguld for Horses s formulated for administration
by stomach tube {nasogastric Intubation) or as an oral
drench. The recommended dose is 91 mcg of ivermectin per
b (200 mcg/kg) of body weight. Each mbL contains
suffident ivermectin to treat 110 ib (50 kg) of body weight;
10 mL will treat an 1100 Ib (500 kg) horse.

See package insert for complete indications and use
directions.

Each mL contains 10 mg ivermectin, 0.2 ml propylene
glycol, 80 mg polysorbate 80, 9 mg sodium phosphate
monobasic monohydrate, 1.3 mg sodium phosphate dibasic
anhydrous, 1 mg butylated hydroxytoluene, 0.1 mg
dis%gl&;\ edetate, 3% benzyl alcohol and purified water g.s.
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NADA 140-439, Approved by the FDA

100 mL

WARNING: Not for use in humans. Keep
this and all drugs out of the 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 Data Sheet (MSDS) contains
more detailed occupational  safety
information. To report adverse reactions in
users, to obtain more information, or to
obtain a MSDS, contact Meriat at 1-888-
637-4251.

PRECAUTIONS: EQVALAN® (ivermectin)
Liquid has been formulated specifically for
use in horses only, This product should not
be used in other animal species as severe
adverse reactions, Including fatalities in
dogs, may result.

Environmental Safety: lvermectin and
excreted ivermectin residues may adversely
affect aquatic organisms. Do not
contaminate ground or surface water.
Dispose of drug container in an approved
landfilt or by incineration,

ANIMAL SAFETY: EQVALAN Liquid may be
used in hiorses of afl ages, inciuding mares at
any stage of pregnancy. Stallions may be
treated without adversely affecting their
fertility

STORAGE INFORMATION: Store in a
tightly closed container at room
temperature. Protect EQVALAN Liquid
{undiluted or dituted) from light.
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Large Strongyles, Small Strongyles, Hairworms, Pinworms,
Roundwarms (ascarids), htsnnalrhmadwam,lafge-rmum
Stomach Worms, Bots, Lungworms, Summer Sores and
Cutaneous Oncheerdasis.

RECOMMENDED DOSE: 91 nxg of ivermedin per b (200
meg/kg) of Each ml. contains vermedtin
totreat 110 b (50 kg) of body weight; 10 mL will treat an 1100 fb
(500 kg) horse.

See package insert for complete indications and use directions.
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EQVALAN®
(ivermectin)
Liquid for Horses

10 mg per mL

Caution: Federal (US.A) law restricts this drug to use
by or on the order of a licensed veterinarian.

Product 25877
100 mb

=

WARNING: Not for use & humans, Keepmsandaudmgout
omemdlddidmoongut:ehhmesh when
fuman consu smoking and eating

handfing. Was! mdurmAwdmdwﬁnm

'PRECAUTIONS: EQUALAN® (vermediin) uqmd has been
formulated §f for use m This produd

I\otssonly
should not be used in other animal speasassevereadvase
reactions, induding fatalities in dogs, may result
STORAGE INFORMATION: Store i 2 dosed container

tightly i
a Protect EQVALAN Liquid (undiuted
dim iemﬁr;nue Qv iquid ¢ or

US. Pat. 4,199,569
Marketed by Merial Limited, Duluth, Georgia 30096-4640

EQVALAN is a registered trademark of Merial.
Copyright © 2004 Merial Limited. All Rights Reserved,
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azole class stage larvae) - Oxyurfs equi gg&:&z Liuid for Horses | syringe if accessing the bottle | water has been shown to be tepid water. Use tepid water deposit the dose in the
Roundworms or ascarids formulated rgu d ; ) c;_asgs S | to avoid contaminating the stable for 72 hours underthe | to flush any drug remainingin | laryngeal area. Increased
p. Including: {adults and third- and fourth- b m£ 2 ach tu;ae ?:a';g stgg remaining product. conditions recommended for the tube into the horse’s dose rejection may occur if the
o%fus stage larvae) - Parascaris iryt:ba?o:) oras gn orag‘a Speciat consideration should the product (i.e., at room stomach. gose lls depos:t;(ed in ':he '
? equorum be given to the effects or temperature, in a tightly Administration by drench: uccal space. . Keep horse’s
2bratus Hairwonns (aduls) - grenclh ;:1 © reco?jmenr;‘iecilin pog::ﬁal for injury from clcsgz container, prgotected Fo:'x,:;n;traﬁog ofe head elevated and observe the
spp. including: La “ m"sst‘”‘e hworms oﬁbs(zomo /k“g): of bod handling, restraint, and from light). The diluted EQVALAN Liquid by drench, horse to insure the dose is
: pateratum (adlgults! )' Habro:ema m,::vscae evii ght. Each mﬁ contains ¥ placement of the stomach product does not promote the an undiluted dose is retained.
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