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FREEDOM OF INFORMATION SUMMARY 

NADA 140-439 

EQVALAN Liquid For Horses 

(iverrnectin) 

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 l&ae. 

Sponsored by: 

Merial Ltd. 
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1. GENERAL INFORMATION: 

a. File Number: 

b. Sponsor: 

C. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. 

h. 

i. 

i 

k. 

1. 

m. 

How Dispensed: 

Amount of Active Ingredients: 

Route of Administration: 

Species/Class: 

Recommended Dosage: 

Pharmacological Category: 

Indications: 

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 lb (500 kg) 
horses. 

Rx 

Each mL contains 10 mg of ivermectin 

Oral 

Equine 

91 mcg ivermectin per lb (200 mcg/kg) 

Anthehnintic 

For treatment and control of the following parasites 
in horses: Large strongyles (adults)-Stro@yZw 
vulgaris (also early forms in blood vessels), 5’. 
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. corona&s, C. 
labiatus, and C. kbratus, Cyathostomum spp. 
including C. catinatum and C. pateratum, 
CyEicocycZw spp. including C. insigne, C. 
leptostomum, C. nassatw, and C. brevicapsuiatus, 
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n. Effect of Supplement: 

Cylicodontophorus spp., Cylicostephanus spp. 
including C. calicatus, C. goldi, C. longibursatw, 
and C. minutus, and Petrovinema poculatum; 
Small Strongyles-foutih stage larvae; Pinworms 
(adults and fourth stage larvae)-0xyuris 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)-DictyocauEus arnfieldi; 
Intestinal Threadworms (adults)-Strongybides 
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 Coronocycfus spp. 
including CoronocycEus coronatus and 
CoronocycZus Zabratus. In addition, under the 
sub-heading Small Strongyles, the labeling has 
been revised to separate the listing of adult 
species f?om their related fourth-stage larvae. 

2. EFFE CTIVEiVESS: 

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 pifferent 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 134-3 14 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. 



NADA 140-439 
Page 3 

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. 

3. TARGETANIMAL 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. 

4. HUMANSAFETY: 

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.” 

5. 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 5 14 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 Coronocycius coronatus and Coronocyclus labratus. 

In accordance with 2 1 CFR 5 14.106(b) (2), this is a- Category II change which did 
not require reevaluation of other underlying safety or effectiveness data. 
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6. ATTACHMENTS: 

Facsimile labeling is attached as indicated below: 

Carton 

Package Insert 

Bottle Label 
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DOSAGE AND ADMlNfSTRAnON 
EGVALAN Llqukl for Horses Is formulated for adminbtration 
by stomach tube (nasqastrk Intubatlon) or as an oral 
Mcnch. fhe recommended dose k 91 mcs of ivermectin wr 

1 lb (200 mcg/kg) of body weight. E&h mL contains , 
sufftclent iverrnectin to beat 119 lb (SO kg) of body weight; 
10 mLwiil treat an 1100 lb (500 kg) horx. 
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E&rac$age insert for complete indications and use 

Each mL contains 10 mg Nerrnectkr. 9.2 ml propylene 
glycol! 80 mg polysorbam.80. 9 mg sodlum.phosphafe 
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NoVarnish Area 
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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 Merlal at 1-888- 
637-4251. 

PRECAUTIONS: EGVALAN* (ivermectin) 
Liquid has been formulated specific&h/ for 
use in horses only. This prcduct should not 
be used in other animal species as severe 
adverse reactions, including fatalides In 
dogs, may result 

Emrironmental Safety: lvermectin and 
excreted ivermectfn residues may adversely 
affect aquatic organisms. Do not 
contaminate ground or surface water. 
Dispose of dru 

$ landiill or by inc 
container in an approved 

net&on. 

ANIMAL SAFETY; EGVALAN Uquld may be 
used hi horses of ali ages including mares at 
any stage of pregnancy. Stallions may be 
treated without adversely affecting their 
fertility 

STORAGE INFORMATION: Score in a 
tightly closed container at room 
temperature. Protect EOVALAN Liquid 
(undiluted or diluted) from light. 
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!nFecect ions of neck threadworm 
mkxofilariae, Onchocerco sp. 
These reactions are most likely 
the result of microfilariae 
dying in large numbers.  
Symptomatic treatment may 
be  advisable. 
Healing of summer sores 
invoMng extenslve t issue 
changes may require other 
therapy in conjunction with 
EOVALAN LiquM. Reinfection, 
and  measures for its 
pre%‘ention, should also be  
considered. 
Owners should be  advised tv 
consult their veterinarian if 
these condit ions do  not 
improve. 

CLINICAL PHARMACOLOGY 
Mode of Acdon: Ivermectln is 

14 

L 

JadardWi 40  saouanbasuoa 
tepuati at.p 03  aria xuaouo3 
JO ae  Butqna W!M patqoosse 

syw af4 41  q=up hq  
wmnww aq  tww wbn 

NV-NAO~ ‘p!nbn NV?#DB 
40  uopevsiufwpe guynp aqm 

qmuo~~s atg JO luawajeld 
pue  ru!cw~ ‘Zugpueq 

way Dn!u! Jo4 lepuaaod 
~0 maga aqa  oa  uar\(g aq  

plnous uope~af+uo3 iepadS 
‘~3nfX3Jd’gU)u)eulaJ 

atp Suiaeu(We3uoo fatone 03  
ap3oq  atp Su(ssa33e 4&3u!~hs 

ueap  e  asn 7uawwpseaw 
aSOp Jb4 Japu!@ 

paenper?  e  &.I! p lnbg 
wwmg alp;Jnod JO ‘asop 
aepdardde aua  aJnseaW oa  

alfioq a W  oau(  pa3Jasul  agu)Jh 

a  member  of the macrocyclic 
lactone class of endectocides 
which have a  unique mode  of 
action. Compounds  of the 
class bind selectively and  with 
high affin!Iy to glutamate- 
gated chloride ion channels 
whkh occur in invertebrate 
nerve and  muscle cells. This 
leads to an  increase in the 
permeabil i ty OF the cell 
membrane to chloride ions 
with hyperpoiarization of the 
nerve or muscle cell, resulting 
in paralysis and  death of the 
parasite. Compounds  OF this 
class may also interact with 
other l igand-gated chloride 
channels,  such as those gated 
by the neumtransmitter 
gamma-aminobutyr lc acid 
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(GABA). 
The  margin of safety is 
attributable to the fact that 
mammals do  not have 
glutamate-gated chloride 
channels,  the macrocyclic 
lactions have a  low ahinity For 
other mammalian l igand- 
gated chloride channels and  
they do  not readily cross the ’ 
blood-brain barrier. 

ANIMAL SAFETY 
EQVALAN Liquid may be  used 
in horses of all ages,  including 
mares at any  stage of 
pregnancy.  Stallions may be  
treated without adversely 
aFFect ing their fertility. 

STORAGE INFORMATION 
Store in a  tightly c losed 
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container at room 
temperature. Protect 
EQVALAN Liquid (undiluted or 
diluted) from light. 

H O W  SUPPLIED 
EQVALAN Liquid for Horses 
(Product 25877)  is available in 
a  100  mL plastic bottle. Each 
bottle contains suh%ient 
lvermectin to treat 10-500 kg 
(1100 lb) horses. Contents 
may be  poured into a  
graduated cylinder for dose 
measurement.  Alternatively, a  
clean syringe may be  inserted 
directly into the bottle to draw 
off the appropriate dose.  
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Summer sores caused by 
Habmnema and Lbvschia spp. 
cutaneous third-stage larvae; 
d~this caused by neck 
threadwon microfiladae, 
ondlacercasp. 
DOSAGE 
EQVALAN Liquid For Horses is 
formulated For administration 
by stomach tube (nasogastric 
intubation) or as an oral 
drench. The recommended 
dose is 91 mcg oFivermectin 
per ib (200 mcg/kg) OF body 
weight Each mL contains 
sufFicient ivermecdn to treat 
110 lb (SO kg) of body weight: 
10 mLwlll treatan 1100 lb 
(500 kg) horse. 

ADMlN1STRATlON 
Use a calibrated dosing 
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syringe inserted into the bottle 
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. 
Special consideration should 
be given to the efhzcts or 
potential for injury From 
handling, restraint, and 
placement of the stomach 
tube during administration of 
EQVALAN Liquid. EQVALAN 
Liquid should be administered 
by drench if the risks 
associated with tubing are of 
concern. Due to the potential 
consequences OF improper 

7 

91 
S) U)t3awJaA) :UO)laQgO apOt4l 
ADO-lOXMWHd “lVXNll3 

*afiOJdw) 
IOU op suo~)puo:, asaw 

J! uepeuya3afi ~)atp slnsuos 
01 pastApe aq plnous sJauMQ 

.paJap)suoo 
aq osle plnous ‘UOPUaAaJd 

41 JOJ saJns@aw pue 
‘UO!PYu!W -mbn NV-IVAQ~ 

tp)nn-uo)Psun!uo:, u) rldwaw 
Jaylo aJ)nbaJ kw sagueu:, 

anssp aA)sua3xa ~U)A)OAU) 
Sa~os Jawwns JO gu))eaH 

*alqes)npe aq 
hew auawjeaJ1 qlewo~dwh5 

xsqwnu a&e1 u! Bu!hp 
aeyelyo.yw 40 qnsaJ aql 

h)ax)) fsow ue suo)aseaJ asaul 
*ds ~~a0oy0ffg ‘ae)JelyoJa!w 

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 tap 
water has been shown to be 
stable For 72 hours under the 
conditions recommended for 
the product (i.e., at room 
temperature, in a tightly 
closed container, protected 
from light). The diluted 
product does not promote the 
growth OF common organisms. 
However, prolonged storage 
of the diluted product cannot 
be recommended, as the 
effects of possible 
contaminations and 
interactions with untested 
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materials are unknown. 
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. Use tepid water 
to flush any drug remaining in 
the tube into the horse’s 
stomach. 
Administratlon by drench: 
For administration of 
EQVALAN Liquid by drench, 
an undiluted dose is 
recommended. 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 avoid unnecessary 
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cougnmg or me pwicr1~101 IVI 
material to enter the trachea 
and lungs, do not use 
excessive pressure (Squirting), 
do not use a large (diluted) 
dose volume, and do not 
deposit the dose in the 
laryngeal area. Increased 
dose rejection may occur 8 the 
dose is deposited in the 
buccal space. Keep horse’s 
head elevated and observe the 
horse to insure the dose is 
retained. 

PARASITE CONTROL 
PROGRAM 
All horses should be included 
in a regular parasite control 
program with particular 
attention being paid to mares, 
foals and yearlings. Foals 
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