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ECOMECTIN
Cattle Pour-On
(ivermectin topical solution)

ECOMECTIN

CATTLE POUR-ON
(ivermectin topical solution)
Parasiticide for cattle
Contains 5 mg/mL ivermectin

Consult your veterinarian for assistance in the diagnosis, treatment and
control of parasitism.

INTRODUCTION

Ecomectin Cattle Pour-On (ivermectin topical solution) delivers internal and external
parasite control in one convenient low-volume application. Ecomectin Cattle Pour-On
(ivermectin topical solution) contains ivermectin, a unigue chemical entity.

MODE OF ACTION

Ivermectin is a member of the macrocylic lactone class of endectocides which have a
unique mode of action. Compounds of the class bind selectively and with high affinity to
glutamate-gated chloride ion channels which occur in invertebrate nerve and muscle
cells. This leads to an increase in the permeability of the cell membrane to chloride 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
(GABA). The margin of safety for compounds of this class is attributable to the fact that
mammals do not have glutamate-gated chloride channels, the macrocyclic lactones have
a low affinity for other mammalian ligand-gated chloride channels and they do not readily
cross the blood-brain barrier.

INDICATIONS

Ecomectin Cattle Pour-On (ivermectin topical solution) applied

at the recommended dose level of 500 mcg/kg is indicated for the effective control of
these parasites.

Gastrointestinal Roundworms

Ostertagia ostertagi (including inhibited stage)|( )

Haemonchus placei ( )

Trichostrongylus axei (adults and L4)

T. colubriformis (adults and L4)

Cooperia oncophora (adults and L4)
( )
( )
(
(
(

adults and L4
adults and L4

Cooperia punctata adults and L4
Cooperia surnabada adults and L4
IStrongyloides papillosus adults)
Oesophagostomum radiatum adults and L4)
Trichuris spp. adults)




Lungworms
Dictyocaulus viviparus (adults and L4)
Cattle Grubs (parasitic stages)
Hypoderma bovis
H. lineatum
Mites
Sarcoptes scabiei var. bovis
Lice
Linognathus vituli
Haematopinus eurysternus
Damalinia bovis
Solenopotes capillatus
Horn Flies
Haematobia irritans

PERSISTENT ACTIVITY

Ecomectin Cattle Pour-On (ivermectin topical solution) has been proved to effectively
control infections and to protect cattle from re-infection with: Oesophagostomum
radiatum and Dictyocaulus viviparus for 28 days after treatment; Cooperia punctata and
Trichostrongylus axei for 21 days after treatment; Ostertagia ostertagi, Haemonchus
placei, Cooperia oncophora and Cooperia surnabada for 14 days after treatment;
Damalinia bovis for 56 days after treatment.

TREATMENT OF CATTLE FOR HORN FLIES

Ecomectin Cattle Pour-On (ivermectin topical solution) controls horn flies (Haematobia
irritans) for up to 28 days after dosing. For best results Ecomectin Cattle Pour-On
(ivermectin topical solution) should be part of a parasite control program for both
internal and external parasites based on the epidemiology of these parasites. Consult
your veterinarian or an entomologist for the most effective timing of applications.

DOSAGE

The dose rate is 1 mL for each 22 Ib of body weight. The formulation should be applied
along the topline in a narrow strip extending from the withers to the tailhead.

Do not underdose. Ensure each animal receives a complete dose based on a current
body weight. Underdosing may result in ineffective treatment, and encourage the
development of parasite resistance.

ADMINISTRATION
Collapsible packs (1L, 4L, 10L and 20L)

Connect the applicator gun to the collapsible pack as follows:

1. Attach the open end of the draw-off tubing to the dosing gun and attach draw-off
tubing to the self-venting cap with the stem. (Because of the solvents used in Ecomectin
Pour-On for Cattle (ivermectin topical solution), use dosing equipment compatible with
Ecomectin Pour-On for Cattle. Follow manufacturers directions for use and care of the
equipment. Other dosing equipment may be incompatible resulting in locking, incorrect
dosage and leakage.

2. Replace the shipping cap with the self-venting draw-off cap which has the stem and
tighten this cap.

3. Invert the pack and gently prime the dosing gun, check for leaks.



4. Follow the manufacturer’s directions for adjusting the dose.

5. When the interval between uses of the applicator gun is expected to exceed 12
hours, disconnect the gun and draw-off tubing from the product container and empty
the product from the gun and tubing back into the product container.

6. Follow the applicator gun manufacturer’s directions for priming the gun, adjusting the
dose, and care of the applicator gun following use.

W eight Dose

220 Ib (100 kqg) 10 mL
330 Ib (150 kq) 15 mL
440 Ib (200 kqg) 20 mL|
550 |b (250 kq) 25 mL
660 Ib (300 kg) 30 mL|
770 b (350 kg) 35 mL
880 Ib (400 kqg) 40 mL
990 Ib (450 kqg) 45 mL|
1100 Ib (500 kqg) 50 mL|

ANIMAL SAFETY

Studies conducted in the U.S.A. have demonstrated the safety margin for ivermectin.
Based on plasma levels, the topically

applied formulation is expected to be at least as well tolerated by breeding animals as is
the subcutaneous formulation which

had no effect on breeding performance.

WARNING

NOT FOR USE IN HUMANS

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

To report suspected adverse drug events, for technical assistance or to obtain a copy
of the Safety Data Sheet (SDS),

contact Huvepharma, Inc. at 1-877-994-4883 or www.huvepharma.us. For additional
information about adverse

drug experience reporting for animal drugs, contact FDA at 1-888-FDA-VETS or
http://www.fda.gov/reportanimalae.

WARNING! FLAMMABLE!
KEEP AWAY FROM HEAT, SPARKS, OPEN FLAME,
AND OTHER SOURCES OF IGNITION.

This product should not be applied to self or others because it may be irritating to
human skin and eyes and absorbed through

the skin. To minimize accidental skin contact, the user should wear a long-sleeved shirt
and rubber gloves. If accidental skin

contact occurs, wash immediately with soap and water. If accidental eye exposure
occurs, flush eyes immediately with

water and seek medical attention.

RESIDUE WARNING: Cattle must not be treated within 48 days of slaughter for human
consumption. Because a

withdrawal time in milk has not been established, do not use in female dairy cattle of
breeding age. A withdrawal period



has not been established for this product in pre-ruminating calves. Do not use in calves
to be processed for veal.

PRECAUTIONS

e Store at or below 25°C (77°F) and protect from light.
Excursions permitted to 104°F (40°C).

* Use only in well-ventilated areas or outdoors.

* Close container tightly when not in use.

* Cattle should not be treated when hair or hide is wet since
reduced efficacy may be experienced.

* Do not use when rain is expected to wet cattle within six hours
after treatment.

* This product is for application to skin surface only. Do not give
orally or parenterally.

* Cloudiness in the formulation may occur when Ecomectin Cattle
Pour-On (ivermectin topical solution) is stored at temperatures
below 32°F. Allowing to warm at room temperature will restore
the normal appearance without affecting efficacy.

* Antiparasitic activity of ivermectin will be impaired if the
formulation is applied to areas of the skin with mange scabs or
lesions, or with dermatoses or adherent materials, e.g., caked
mud or manure.

* lvermectin has been associated with adverse reactions in
sensitive dogs; therefore, Ecomectin Cattle Pour-On (ivermectin
topical solution) is not recommended for use in species other
than cattle.

» Restricted Drug (California) - Use only as directed.

WHEN TO TREAT CATTLE WITH GRUBS

Ecomectin Cattle Pour-On (ivermectin topical solution) effectively controls all stages of
cattle grubs. However, proper timing of

treatment is important. For the most effective results, cattle should be treated as soon
as possible after the end of the heel fly (warble

fly) season. While this is not peculiar to ivermectin, destruction of Hypoderma larvae
(cattle grubs) at the period when these grubs

are in vital areas may cause undesirable host-parasite reactions. Kiling Hypoderma
lineatum when it is in the esophageal tissues

may cause bloat; kiling H. bovis when it is in the vertebral canal may cause staggering or
paralysis. Cattle should be treated either

before or after these stages of grub development.

Cattle treated with Ecomectin Cattle Pour-On (ivermectin topical solution) at the end of
the fly season may be re-treated with

Ecomectin Cattle Pour-On (ivermectin topical solution) during the winter without danger
of grub-related reactions. For further

information and advice on a planned parasite control program, consult your veterinarian.

OTHER WARNINGS
Parasite resistance may develop to any dewormer, and has been reported for most
classes of dewormers.

Treatment with a dewormer used in conjunction with parasite management practices
appropriate to the geographic area and the



animal(s) to be treated may slow the development of parasite resistance.

Fecal examinations or other diagnostic tests and parasite management history should
be used to determine if the product is

appropriate for the herd, prior to the use of any dewormer. Following the use of any
dewormer, effectiveness of treatment

should be monitored (for example, with the use of a fecal egg count reduction test or
another appropriate method).

A decrease in a drug's effectiveness over time as calculated by fecal egg count
reduction tests may indicate the development of

resistance to the dewormer administered. Your parasite management plan should be
adjusted accordingly based on regular monitoring.

ENVIRONMENTAL SAFETY

Studies indicate that when ivermectin comes in contact with the soil, it readily and tightly
binds to the soil and becomes inactive

over time. Free ivermectin may adversely affect fish and certain aquatic organisms. Do
not permit cattle to enter lakes, streams

or ponds for at least six hours after treatment. Do not contaminate water by direct
application or by the improper

disposal of drug containers. Dispose of containers in an approved landfill or by
incineration.

As with other avermectins, ivermectin is excreted in the dung of treated animals and can
inhibit the reproduction and growth of

pest and beneficial insects that use dung as a source of food and for reproduction. The
magnitude and duration of such

effects are species and life-cycle specific. When used according to label directions, the
product is not expected to have an

adverse impact on populations of dung-dependent insects.

HOW SUPPLIED

Ecomectin Cattle Pour-On is supplied in 1L, 4L, 10L, and 20L
collapsible pack, including a self-venting draw-off assembly
designed for use with automatic dosing equipment. Each 1L
solution pack contains enough solution to treat 40 x 250 kg of body
weight. Each 4L solution pack contains enough solution to treat

160 x 250 kg of body weight. Each 10L solution pack contains
enough solution to treat 400 x 250 kg of body weight. Each 20L
solution pack contains enough solution to treat 800 x 250 kg of
body weight.

Approved by FDA under ANADA # 200-348
Manufactured for

Huvepharma, Inc.

Peachtree City, Georgia 30269

Made in Canada



ECO

ECOMECTIN

(ivermectin topical solution)

Zortains 5 mg ivermectindmb

Parasiticide for cattle

Kills:

Roundworms (including
Brown Stomach Worm),
Lungworms, Grubs,
Sucking Lice,

Biting Lice,

Mange Mites,

Horn Flies

Approvwed by FOA undsr A MADS 200242

Net Contents:
1 Liters (0.26 Gallons) 210214
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ECOMECTIH CATTLE POUR-0ON (ivermectin topical
solution}
Contains: Smyg ivermectindmL
Parasiticide for cattle
Thiz topically applied formulation of Ecormectin Cattle Pour-0On jwemectin
topical sohution) delivers inte mal and external parasie cortrol in one
comenient ow-uolume application.
Consult 1 veterinarian for assistance in the
diagnosis, teatmentand control of parasitism.
INDICATIONS:
Far the treatment and control of gastmintesingl mundwoms (ncluding
inhibited Qsterdagia ostertan, Iun%ormcéﬂruhs, hom flies, sucking and
biting lioe and s=amoptic mangde mites in (=%
See package insart for complete indications and use diections.
DOSAGE:
The dose rate iz1 mlforeach 22 b of body weight. The fomulation
=hould be applied albng the topline in a narmwr =thip extending from the
withars 1o tha tailhead.
Do not updedosa. Enzum each animal moeives a complete dose basad
on acument body waight. Undedaozing may result in ineffective teatmant,
and encourage the deval prmantof parasite resistanca:
ADMINISTRATION:
Collapsihic backs 11, &, 100 and 200)
Connect the applicator gun to the collapsibke pack as follows:
1. Attachthe open end of the draw-off tubing to the dosing qun and
attach draw-off tubing to the s2lf-wenting cap with the stem.
ecauza of the solhents used in Bcomectin Pour-0n for Cattle
wermectin topical solution), usa dosing equiPme nt compatible with
OMECT I Pour-0n for Caftle. Follow manutactrers diections for
usa and care of tha equipmeant. Other dc:sirgjequip ment may be
incompatible esuling inlocking, incomact dosage and leakage.
Replace the shipping cap with the saf-wenting drw-off cap which
has the stem and tightan this cap.
Inwart the pack and gently prime the dozing gun, check for kaks.
Fallows the manufactumer's directions for adjusting the dosa.
Whan the interval betwean usos of the applicator gun is expacted
toexceed 12 hours, disconnect the gun and draw-off tubing from
the product container and empty the pmduct from the qun and
tubing back into the product container,
Falkow the applicator gun manufacturer's directions for priming the
gun, adjusting the dose, and care of the applicator gun following
f1==3

AHIMAL SAFETY:
Studies conducted in the LLS.A. have demoretrated the safety margin for
vermectin. Basad on plasma keveks, the topically applied fomulation is
e:ﬁcted to b at tazwell tolermted by beading animals 2= & the
=1 betansous formmukation which had noe on breading paromnancs.
WARHNING
MOT FOR USE IN HUMANS

Kaap this and all dregs out of the reach of children
To report suspected adversa u:Irug etz for technical assistanca or to
obtain a copy of tha Safety Data hhoot (E.DE. contact Huwep harma, Inc. at
1-877-004-4003 or wrer, hivepharma uz. For additional information about
adwarsadnig expenence epoting for animal dngs, contact FOA at
1-888-FDA-WETS or hitp: FAerwn fda govreportaninalzs.

Woa RHING! FLAMMAELE! KEEP 4WaY FROM HEAT, SPA RKS,
OFPEM FLAME, AMND OTHER SOURCES OF IGHITION.

This product should not be applied to selfor others bacauss it ma¥ =}
irftating to human zkin and eyves and abaorbed thmough the skin, To

Lot Mo Exp. Data:

Raw. 11-2023-2

rhinirnize accide ntal skin contact, the wser should wear a kbng-skeaved shirt
and mbberglwes. i accidental skin contact oocurs, wash immediately with
anap and watar, f accidental eﬁexpc@ur@ Ooours, tluzh eyes imediatahy
with weater and szek medical athention.

RESIDUE WARMING: Cattle must not be treated within 428

days of slau?giger for hurman consumption. Because 3 withd=wal

tirmein milk rot besnestablizhed, do not use in femake dainy

cattie of hree:lir%a;e. A withdmwal panod has not baan

establizhed for this product in pre-rurminating calves. Do not wse

in calves to be pooessad for veal
OTHER WARHNINGS:
Farasite msisiance may develop to any dewormer, and has been m porbed for
o cleeses of dewommers:
Treatrnent with 2 dewarmear wsad in conjunction with pamsite managemeant
practioes aPEprnpriatet:u the geodmphic ama and the animalis) o b2 treated
ey show the dewelopment of passie resistanca.
Fecal examinations or other diagrostic tests and pamsite manage rment history
should b2 uzad to detemiine i pmduct = appmopnate ©orthe herd, prior o
tha usa of any dewomner, Following the usa of any rrnar, efectivansss of
treatrnent should be moniomed |:1‘l:ure>fam|?’:ll?:1 with the usa of 4 fecal egg count
meduction testor another ap propriate method).
Adecmasain adrug's effectiveness over time a= calculkhed h¥ faral egg count
red uction tests may indicate the dewebopment of resistance to the dewomner
adriniztensd. Your parasite managemeant plan should be adjused accordingly
bazed on egular monibonng,
PRECAUTIONS:
Sioro atar bdow 25°C (77°F) and protact from li Excursions
parmittad tu1Dfl°F{4I]‘%}. B g
|42 only in well -ventilated aress or ouwtdoors
Cloeza containar tightly whan notin use.
Cattle should not ba treated whan hairor hide ks wet since reducad afficacy
rrey be expene noad.
Do not us= when m@in & expecked b owet cattle within st hours after teatmeant.
This product iz for ap plication to skin surfacs onby, Do not give orlly or
parerite =iy,
Cludiness in the formulation may oocurwhen Ecomectin Cattie Pour-0n
fivz mnectin topical solution) is stored &t Empemtues below 22°F, Allowing fo
warm at mam tempemtune will restore the nomal appearance without
affecting efficacy.
Arntiparasitic actiity of irermactin will b2 impaired if the formulation iz applisd
o amas of the skin with mange scabs ar kesions, or with de matosss or
adherant materiale, e.g. caked mud or manure.
hearrmactin has been associated with adverse mactions in sensitive dogs;
therafore Ecomectin Cattle Pour-0n (ivermectin topical zolution) i not
recornmendad for use in species othar than cattle.
Do miok cordam inate water by dinect application or by the impmoper disposal of
drug containers. Dispose of containers inan app med landfill or by
incinaration.
Restricted Drug (Califomig) - Lse only asdiechad,

TAKE TIME
Manufactured for

Huvephama, Inc.
Peachttee Clity, Georgla 30269

hMadeln Canada

& |23224 201

OBSERVE LABEL
DIRECTIONS
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ECO

ECOMECTIN

(ivermectin topical solution)

Contains 5 mg ivermectin/mL

Parasiticide for cattle

Kills:

Roundworms (including
Brown Stomach Worm),
Lungworms, Grubs,
Sucking Lice,

Biting Lice,

Mange Mites,

Horn Flies

Approved by FDA under ANADA # 200348
Net Contents:
4 Liters (1.06 Gallons) 210210

Hev. 11-2023




ECOMECTIN CATTLE POUR-ON (ivermectin topical solution)

Contains: 5 mg ivermectin/mL

Parasiticide for cattle

Thiz topically applied formulation of Ecomectin Cattle Pour-On (vermectin topical solution)

delivers intamal and extemal parasite control in one convenient low-yol Ume application.

Consult your veterinarian for assistance in the diagnosis, treatment

and control of parasitism. '

INDICATIONS:

Far the freatment and control of gastrointestinal roundworms (including inhibited Ostertagia

astertagd), lungworm s, grubs, horn flies, sucking and biting lice and sarcoptic mangs mites

incattle :

See package inzert for complete indications and use directions.

DOSAGE:

The dose rate is 1 mL for each 22 |b of body weight. The formulation should be applied along

the topling in & narrow strip extendng from the withers to the tailhead.

Do not underdose. Ensure sach animal receives a complete dose based on a current body

weight. Underdosing may result in ineffective treatment, and encourage the development of

parasite resistance

ADMINISTRATION:

Colfapsible packs (1L, 4L 100 and 200)

Connect the applicator qun to the collapsible pack as follows;

1. Aftach the open end of the draw-off tubing to the dosing gun and attach draw-off fubing
to the self-venting capwith the stem . (Becauss of the solvents used in Ecomectin
Pour-On for Catle (ivermectin topical solution), use dosing equipment compatible with
ECOMECTIM Pour-On for Cattle. Follow manufacturers directions for use and care of the
equipment. Other dosing equipment may be incom patible resulting in locking, incorract
dozage and leakage,

Replace the shipping cap with the self-venting draw-off cap which has the stem and
fighten this cap.

. rwert the pack and gently prime the dosing gun, check for leaks.

. Follow the manutaciurer's directions for adjusting the dose.

. When the interval between uses of the applicator gun is expectad 1o exceed 12 hours,
disconnect the gun and draw-off fubing from the product container and empty the
product from the gun and tubing back into the product container.

. Follow the applicator gun manufaciurer's directions for priming the gun, adjusting the
dose, and care of the applicator gun following use.

AMIMAL SAFETY:

Sludies conducted in the U.S A have demonstrated the safety margin for ivermectin, Based on

plasma levels, the topically applied formulation is expected 1o be at lsast as well tolerated by

breeding animals as is the subcutanzous formulation which had no effect on breeding performance.

WARNING
NOT FOR USE IN HUMANS
Keep this and all drugs out of the reach of children.
To report suspected adverse drug events, for technical assistance or to obtain a copy of the Safety
Data Shest (503, contact Huvepharma, Ine. at 1-877-994-4883 or warw huvepharma us. For
additional infornation about adverss drug experience reporting for animal drugs, contact FDA at
1-888-FDANET S or hitp:/fwww fda gov/reportanimalas.

WARNING! FLAMMABLE! KEEP AWAY FROM HEAT, SPARKS, OPEN
FLAME, AND OTHER SCURCES OF IGNITION.

This prociuct should not be dpplied to self or others because it may be irritating to human skin
and eyes and absorbed through the skin. To minimize accicental skin contact, the user should

Lot No.: Exp. Date:

Rev. 11-2023 210211

wear a long-slesved shirt and rubber gloves. If accidental skin contact occurs,
wiash immediately with soap and water If accidental eye exposure accurs, flush
eyes immediately with water and seek medical attention.

RESIDUE WARNING: Cattle must not be treated within 48 days

of slaughter for human consumption. Because a withdrawal time in milk

has not been established, do not uss in female dairy catile of breading

age Awithdrawal period has not been established for this product in

pre-ruminating cales. Do not use in calves to be processed for veal.
OTHER WARNINGS:
Parasite resistance may develop to any dewormer, and has baen reported for most
claszes of dewormers,
Treatment with & dewormer used in conjunction with parasite management
practices appropriate to the geographic area and the animalis) 1o be treated may
slow the development of para site resistance
Facal examina fons or other diagnostic tests and parasite management history
should be used to determineg if the product is appropriate for the herd, prior 1o the
Use of any dewormer Following the uss of any dewormer, effectiveness of
treatment should be monitored (for example, with the Use of a fecal egg count
reduction test or another appropriate method).
A decrease in a drug's effectiveness over time as caleulated by fecal egg count
reduction tests may indicate the development of resistance to the dewormer
adminizterad. Your parasite management plan should be adjusted accordingly based
on regular moritoring.
PRECAUTIONS:
Store at or below 25°C (77°F) and protect from light, Excursions permitted 1o
104°F (407G},
Use only inwell-ventilated areas or outdoors .
Close container fightly when not in use.
Gattle should not be treated when hair or hide 1S wet since reduced efficacy may be
experienced.
Donct use when rain s expected towet cattle within st hours after treatment.
This productis for application to skin surface only, Do not give orally or parenterally.
Cloudiness in the formula tion may oceur when Ecomectin Cattle Pour-On
[vermectin topical solution) s stored at termpera tures below 32°F. Allowing to warm
at room temperatura will restore the normal appeararice Without affecting efficacy.
Antiparasitic activity of emmectinwill be impaired if the form Uation is applied to
areas of the skinwith mange scabs or lesions, or with dermatoses or adherent
materials, &.q. caked mud or manure. )
[wermeciin has been associated with adverse reaclions in sensifive dogs; therefore
Ecomectin Catile Pour-0n (ivermectin lopical solution) is not recommended for use
Inspacies other than catlle.
Do not contaminate water by direct application or by the improper disposal of
drug containers Dispose of containers in an approvad landfill or by incineration
Restricted Drug (California) - Use only a3 directed

TAKE TIME

>

OBSERVE LABEL
DIRECTIONS

Manufactured for
Huvepharma, Inc.
Peachiree City, Georgia 30269

Made in Canada

6 ‘28224 501
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ECO

ECOMECTIN

(ivermectin topical solution)

Contains 5 mg ivermectin/mL

Parasiticide for cattle

Kills:

Roundworms (including
Brown Stomach Worm),
Lungworms, Grubs,
Sucking Lice,

Biting Lice,

Mange Mites,

Horn Flies

Approved by FDA under ANADA # 200348
Net Contents:
10 Liters (2.64 Gallons) 210208

Rev. 11-2023-2




ECOMECTIN CATTLE POUR-ON (ivermectin topical solution)

Contains: 5mg ivermectin/mL

Parasiticice for cattle

This topically applied formulation of Ecomectin Cattle Pour-0n fvermectin topical solution)

defivers internal and extarnal parasite control in one convenient low-vollme application.

Consult your veterinarian for assistance inthe diagnosis, treatment

and control of parasitism.

INDICATIONS: ;

For the treatment and control of gastrointestinal roundworm s (including inhibited Ostartaria

psreﬁ_elzgﬂ, lungworms, grubs, hom fies, sucking and biting lice and sarcoptic mangs mites

in cattle.

Seg package insert for complete indications and use directions.

DOSAGE:

Thedoserateis 1 mL for each 22 b of body weight. The formulation should be applied along

the topline in & narrow stip extending from the withers o the tailhead.

Donot underdoss Ensure each animal receises a complete dose basad on a current body

weight. Underdosing may result inineffective treatment, and encourage the development of

parasite resistance

ADMINISTRATION:

Colfapsible packs (TL 4L T0L and 20L)

Connect the applicator gun to the collapsible pack as tollows:

1. Attach the open and of the draw-off tubing to the dosing gun and attach draw-off Wwking
1o the self-venting cap with the stem . (Because of the solvents used in Ecomectin
Pour-0n for Cattle (vermectin topical solution), use dosing equipment compatitle with
ECOMECTIM Pour-On for Cattle. Follow manufacturers directions for use and care of the
equipment. Other dosing eguipment may be incompatible resulting in locking, incorrect
dosage and leakage.

Replace the shipping cap with the self-venting draw-off cap which has the stem and
tighten this cap. :

Imvert the pack and gently prime the dosing gun, check for leaks

Follow the manufactursr's directions for adjusting the dose

When the imtenval between uses of the applicator gun is expected 10 excead 12 hours,
disconnect the gun and draw-off tubing from the product container and empty the
product from the gun and tubing back into the product container.

Follow the applicator gun manufacturer's directions for priming the gun, adjusting the
doze, and care of the applicator gun following Lse.

ANIMAL SAFETY:

Studies conducted in the U.S.A. have demonstrated the safety margin for wemmectin. Based on

plasma lsvels, the topically applied tonmulation is expectad to be at lsast as well tolerated by

breeding animals az iz the subcutansous formulation which had no effect on brasding
performance
WARNING
NOT FOR USE IN HUMANS
Keep this and all drugs out of the reach of children.

To report suspected adverse dnig events, for technical assistance or to obtain a copy of the

Safety Data Sheet (S0S), contact Huvepharma, Ine. at 1-877-084-4883 orwww hivepharma s,

For additional information about adverse drug experience reporting for animal drugs, contact FDA

at 1-888-FDA-VETS or htp/fvnany. fda govsreportanim alae,

WARNING! FLAMMABLE! KEEP AWAY FROM HEAT, SPARKS, OPEN
FLAME, AND OTHER SOURCES OF IGNITION.

Lot No.: Exp. Dale:

Rev. 11-2023-2 210209

This procuct should not be applied to self or others because it may beirritating to
humean skin and eyes and absorbed through the skin. To minimize agcidental skin
contact, the User should wear along-slesied shirt and rubber gloves. If accidental
skin contact ocours, wash immeadiately with soap and water. 1T accidental eye
exposure ocolrs, flush eves immediately with water and seek medical attention,
RESIDUE WARNIMNG: Cattls mustnot be treated within 48 days
of slaughter for human consumption. Because a withdrawal fime in milk
hag not been established, do notuse in female dairy catile of breeding
age. Awithdrawal period has not been established for this product in
pre-ruminating caves. Do not use in calves to be processed for veal
OTHER WARNINGS:
Parasite resistance may develop to any dewormer, and has been reported for most
classes of dewormers
Treatment with a dewormer Used in conjunction with parasite managemesnt
practices appropriate to the geographic area and the animal(s) to be treated may
slow the development of parasite resistance.
Fecal examinations or other diagnostic tests and parasite management history
should be used to determineif the product is appropnate for the herd, prior 1o the
uge of any dewormer. Following the Use of any dewormer, effeciiveness of
treatment should be monitored (for example, with the Use of & fecal eog count
reduction test or another appropriate method).
A decrease in a drug's effectiveness over time as calculated by fecal egg count
reduction tests may indicate the development of resistance to the dewormer
administered. Your parasite management plan should be adjusted accordingly based
an regular monitoring
PRECAUTIONS:
Store at or below 25°C (77°F) and protect from light. Excursiens permiited 1o
104°F (40°C).
Use only in well-ventilated areas or outdoors.
Close container ightly when not in Lse.
Cattle should not be treated when hair or hide |5 wet since reduced efficacy may be
experienced. _
Do not use whan rainiz expectsd towet catile within aix hours after treatment.
This product i for application to skin surface only. Do not give orally or parenterally.
Cloudingss in the formulation may oceur when Ecomectin Cattla Pour-On
(ivermectin topical solution) is stored at temperatures below 32°F. Allawing to warm
at room femperaturs will restors the normal appearance without affecting efficacy.
Anfiparasitic activity of mermectinwill be impaired if the formulation is applied to
areas of the skinwith mange scabs or lesions, or with dermatoses or adherent
malterials, e.q. caked mud or manure.
lwermectin has besn associated with adverse reactions in sensitive dogs; therefore
Ecomectin Cattle Pour-0On (vermectin topical solution] s not recommended for use
in species other than cattle

Do not contaminate water by direct application or by the improper disposal of
drug containers. Disposs of contaners in an approved landfill or by incineration

Restricted Drug (Califomia) - Use only as directed, T AKE TIME

Manufactured for @

Huvepharma, Inc.
Peachiree City, Georgia 30269 OBSERVE LABEL
DIRECTIONS

Made in Canada

6 ‘28224 501
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ECO

ECOMECTIN

(ivermectin topical solution)

Contains 5 mg ivermectin/mL

Parasiticide for cattle

Kills:

Roundworms (including
Brown Stomach Worm),
Lungworms, Grubs,
Sucking Lice,

Biting Lice,

Mange Mites,

Horn Flies

Approved by FDA under ANADA # 200-348
Net Contents:
20 Liters (5.28 Gallons) 2




ECOMECTIN CATTLE POUR-ON (ivermectin topical solution)

Contains: 5mygivermectin/mL

Parasiticide for cattle _

Thiz topically applied formulation of Ecomectin Cattle Pour-On (ivermectin topical solufion)

delivers intemal and external parasite control in one convenient low-wolume application.

Consult your veterinarian for assistance in the diagnosis, treatment

and control of parasitism.

INDICATIONS:

Far the treatment and contral of gastraintestinal roundworm s (including inhibited Ostartagia

ostertagl), lungworms, grubs, horn flies, sucking and biting lice and sarcoptic mands mites

in cattle.

See package inser for complete indications and Use directions.

DOSAGE:

The dose rate is 1 mL for each 22 [b of body weight. The formulation should be applied along

the topline in a narrow strip extending from the withers to the tailhead .

Do not underdose. Ensure each animal receives a complate dose based on a currant body

weight. Underdoesing may result in ineffective treafment, and encourage the development of

parasite resistance,

ADMINISTRATION:

Collapsible packs (10, 4L T0Land 2000

Connect the applicator gun to the collapsible pack as follows:

1. Attach the open end of the draw-otf tubing to the dosing gun and attach draw-off tubing
to the self-venting cap with the stem  (Because of the sohients usad in Foomectin
Pour-0n for Cattle (ivermectin topical solution), uss dosing equipment compatible with
ECOMECTIM Pour-On for Cattle. Follow manufacturers dirsctions for use and care of the
equipment. Other deaing equipment may be incompatible resuling inlocking, incorrect
dosage and leakage

~ Replace the shipping cap with the self-venting draw-off cap which hag the stem and
fighten this cap.

o Irwert the pack and gently prime the dosing gun, check for leaks.

. Follow the manufacturer's directions for adjusting the dose.

. When the intenal between Uses of the applicator gun is expected to exceed 12 hours,
disconnect the gun and draw-off tubing from 1he product container and empty the
product from the gunand tubing back into the product container.

~ Follew the applicator gun manufacturer's directions for priming the gun, adjusting the
dose, and care of the applicator gun following use.

ANIMAL SAFETY:

Studies conducted in the U S A have demonstrated the safety margin for ivermecting Based on

plasma levels, the topically applied formulation s expected to be at least as well tolerated by

hreading animals as is the subcutaneous formulation which had no effect on breeding performance.
WARNING
NOT FOR USE IN HUMANS
Keep this and all drugs out of the reach of children.

To report suspected adverse drug events, for technical assistance or to obtain a copy of the

Satety Data Sheet (SD5), contact Huvepharma, Inc. at 1-877-994-4883 or www huyepharma.us.

For addifional information about acerse drug experience reporfing for animal drugs, contact

FOA a1 1-888-FDA-VET S or hitp v fda govdreportanimalag

WARNING! FLAMMABLE! KEEP AWAY FROM HEAT, SPARKS,
OPEN FLAME, AND OTHER SOURCES OF IGNITION.

Thizs product should not be applied to self or others because it may be irritating to human skin
and eyes and absorbed through the skin. To minimize accidental skin contact, the user should
wear a long-slesved shirt and rubber gloves. It accidental skin contact occurs, wash immediately
with soap and water |f accidental eye exposure ccours, flush eyes immediately with water and
seak medical attention.

Lot No - Exp. Date:

Rev. 11-2023-2 210207

RESIDUE WARNMING: Cattle must not be treated within 48 days
of slaughter for human consumption. Becauss a withdrawal fime in milk
has not been establishad, do not use in female dairy cattle of bresding
age. Awithdrawal period has not been established for this product in
pra-ruminating calves. Do not use in calves to be processed for veal

OTHER WARMNINGS:

Parasite resistance may develop 1o any dewormer, and has been reported for most
clazses of dewomers

Treatment with & dewormer used in conjunction with parasite managemesnt
practices appropriate 1o the geographic area and the animal(s) to be treated may
slow the deyelopment of parasite resislance.

Fecal examinations or other diagnostic tests and parasite management history
should be used to determine it the produstis appropriate for the herd, pnor to the
use of any dewommer, Following the use of any dewormer, effectiveness of

reatment should be monitored (for example, with the Use of a fecal egg count

reduction test or another appropriate method).

A decraase in a drug's effectiveness oer time as calculated by fecal egg count
reduction tests may indicate the devel opment of resistance 1o the dewormer
administered. Your parasite management plan should be adiusted accordingly based
on regular monitaring,

PRECAUTIONS:

Store at or below 25°C (77°F) and protect from light. Excursions permitied to
104°F (40°C).

Use only inwell-ventilated areas or outdoors:

Close container tightly when not in use.

Cattle should not be freated when hair of hide is wet since reduced efficacy may be
experienced.

Do not use when rainis expected towet cattle within six hours after treatment

This productis for application toskin surface only. Do not give orally or parenterally.
Cloudiness in the formulation may occur when Ecomectin Cattle Pour-On-
(ivermectin topical solution) |5 stored at temperatures below 32°F. Allowing to warm
at room temperature will restore the normal appearance without affecting afficacy
Antiparasitic activity of ivemmectin will be impaired if the formulation is applied to
areas of the skin with mange scabs or lasions, or with dermatoses or adherent
materials, e g. caked mud or manure

lvermectin has heen associated with adverse reactions in sensitive dogs; therefore
Ecomectin Cattle Pour-On (ivermectin topical solution) is not recommendad for use
in species other than cattle.

Do not cortaminate water by direct application or by the improper disposal of

drug containers. Dispose of containers in an approved landfill or by incineration.
Restncted Drug (Califomia) - Use only as directed,

TAKE TIME

<>

OBSERVE LABEL
DIRECTIONS

Manufactured for
Huvepharma, Inc.
Peachtree City, Georgia 30269

Made in Canada

6 |28224 501
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ECOMECTIN

CATTLE POUR-ON

(ivermectin topical solution)

Parasiticide for cattle
Contains 5 mg/mL ivermectin

ECO

Consult your veterinarian for assistance in the diagnosis,
treatment and control of parasitism.

INTRODUCTION

Ecomectin Cattle Pour-Cn {ivermectin topical solution) delivers
intemal and external parasite contral in one corvenient low-volume
applicaton. Ecomectin Cattle Pour-On {ivermectin topical solution)
contains ivermectin, a unique chemical entity.

MODE OF ACTION

Ivermectin is & member of he macrocylic lactone class of
endectocides which have a unique mode of action. Compounds of
the class bind selectively and with high affinity to glutamate-gated
chloride ion channels
cells.

This leads to an increase in the permeability of the cell membrane
to chlonde ions with hyperpolanzation of the nerve or muscle cell,
resulting in paralysis and death of the parasite. Compounds of this
class may alse interact with other ligand-gated chloride channels,
such as those gated by the neurotransmitter gamma- ammobutyrlc
acid (GABA).

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

INDICATIONS

Ecormectin Cattle Pour-Gn {ivermectin topical solution) applied

at the recommended dose level of 500 mcg/kg is indicated for
the effective control of these parasites.

Gastreintestinal Roundworms

Osfertagia osterfagi {adults and L4}
WCludlng |nh|blte~d stage)

aemonchus placei {adults and L4}
Tnichostrongyius axer {adults and L4}
T. colubrifornms éadults and L4{
Cooperia oncophora adults and L4
Cooperia punciata adults and L4
Cooperia surnabada adults and L4
Strongyloides papiffosus jadults)
Oesaphagosiomum radiafum gadults and L4}
Trichuris spp. adults)
Lungworms
Dicivocaulus viviparus {adults and L&}
Cattle Grubs {parasitic stages)
Hypoderma bovis

 lineaium
Mites
Sarcoptes scabiel var. bovis
Lice

Linognathus vitul
Haemafopinus eurystemus
Damalima bows
Solenapotes capillatus
Hom Flies

Haematobia irtans

ich aocur in Invertebrate nerve and muscle

PERSISTENT ACTIVITY

Ecomectin Cattle Pour-Gn {iwvermectin topical solution) has
been proved to effectively control infections and to protect
cattle from re-infection with - Oesophagostomurm radiatum and
Dictyocaulus viviparus for 28 days after treatment, Cooperia
punctata and Trnchosirongyius axei for 21 days after treatment;
Oslertagia ostertagi, Haemonchus places, Cooperia oncophora
and Coopena surnabadator 14 days after treatment;
Darnafira bovis for 56 days after treatment.

TREATMENT OF CATTLE FOR HORN FLIES

Ecomectin Cattle Pour-On {ivermectin topical solution) controls
horn flies (Haematabia imians) for up to 28 days after dosing. For
best results Ecomectin Cattle Pour-On {ivermectn topical
solution) should be part of a parasite control program for both
internal and external parasites based on the epidemiology of
these parasites. Consult your veterinarian or an entomologist
for the most effective timing of applications.

DOSAGE

The dose rate is 1 mL for each 22 |b of body weight. The
formulation should be applied along the topline in a narrow
strip extending from the withers to the talhead.

Do not underdose. Ensure each animal receives a complete dose
hased on a current body weight. Underdosing may resultin
ineffective treatment, and encourage the development of parasite
resistance.

ADMINISTRATION
Collapsible packs (1L, 4L, T0L and 20L)

Connect the applicator gun to the collapsible pack as follows:

1. Attach the open end of the draw-off tubing to the dosing gun
and attach draw-off tubing to the self-venting cap with the
stem. {Because of the solverts used in Ecomectin Pour-Cn
for Cattle {ivermectin topical solution}, use dosing equipment
compatible with Ecomectin Pour-Cn for Cattle. Followr
manufacturers directions for use and care of the equipment.
Cither dosing equipment may be incompatble resulting in
lecking, incorrect dosage and |leakage.

Replace the shipping capwith the self-ventng draw-off cap
which has the stem and tighten this cap.

|Im.rErt the pack and gently pime the dosing gun, check for
eaks.

Follow the manufacturer's directions for adjusting the dose.
When the interval between uses of the applicator gun is
expected to exceed 12 hours, disconnect the gun and
draws-off lJ.Jt:nﬂngI fromthe product comainer and ?ocjm the
product from the gun and tubing back into the product
container.

6. Follow the applicator gun manufacturer’s directons for
priming the gun, adjusting the dose, and care of the applicator
gun following use.

LA < B



Waight Dosa
220 b (100 kg) 10mL
330 b (150 kgh 1EmL
440 |k (200 kg) 2omL
EED |k (25D kg 2EmL
S80Ik (300 kg aomL
770k (BED kg) 3EmL
280 |b (400 kg) 40 mL
200 |b (450 kg) 4EmL
1100 1B (B0 kg) EO mL

ANIMAL SAFETY
Studies conducted in the U.5.A. have demonstrated the safsty
margin far ivermectin. Based on plasma levels, the topically
applied formulation is expected to be at least as well tolerated
by breeding animals as is the subcutaneous formulation which
had no effect on breeding performance.
WARNING
NOT FOR USE IN HUMANS

Keep this and all drugs out of the reach of children.
To report suspected adverse drug events, far technical
assistance or to obtain a copy of the Safety Data Sheet (SDS},
contact Huvepharma, Inc. at 1-877-084-4883 ar
www huvepharma.us. For additional information about adverse
drug experience reporting for animal drugs, contact FDA at
1-838-FDA-VETS or http Jwww fda_ govireportanimalas.

WARNING! FLAMMAEBLE!
KEEP AWAY FROM HEAT, SPARKS, OPEN FLAME,
AND OTHER SOURCES OF IGNITION.

This product should not be applied to self or others because it
may be irftating to human skin and eyes and absorbed through
the skin. To minimize accidental skin contact, the user should
wear a lang-sleeved shirt and rubber gloves. If accidental skin
contact occurs, wash immediately with soap and water_ If
accidental eye exposure occurs, flush eyes immediately with
water and seek medical attention.

RESIDUE WARNING: Cattle must not be treated within 48
da%s of slaughter for human consumption. Because a
withdrawal time in milk has not been established, do not use
in female dairy eattle of breeding age. A withdrawal period
has not been established for this product in pre-ruminating
calves. Do not use in calves to be processed for veal.

PRECAUTIONS

+ Store at of helow 25°C (77°F) and protect from light.
Excursions permitted to 104°F (40°C).

= Use only in wel-ventilated areas or outdoors.

= Close oontainerti%hﬂy when notin use.

= Cattle should not be treated when hair or hide is wet since
reduced efficacy may be expenenced.

= Do not use when rain is expected to wet cattle within six hours
after reatment

= This product is for application to skin surface anly. Do not give
arally or parenterally.

= Cloudiness in the formulation may oecur when Ecomectin Cattle
Pour-On {ivermectin topical solution} is stored at temperatures
below 32°F. Allowing to warm at room temperature wil restore
the narmal appearance without affecting efficacy.

= Antiparasitic activity of ivermectin will be impaired if the
formulation is applied to areas of the skin with mange scabs or
lesions, ar with dermatoses or adherent materials, e.g., caked
mud or manure.

- lvermectin has been associated with adverse reactions in
sensitive dogs, therefore, Ecomectin Cattle Pour-On {ivermedtin
topical salution} is not recommended for use In species ather
than cattle.

* Restricted Drug {California) - Use only as directed.

WHEN TO TREAT CATTLE WITH GRUBS

Ecomectin Cattle Pour-On {ivermectin topical solution} effectively
controls all stages of cattle grubs. However, proper timing of
treatment is importart. For the most effective results, cattle should
be treated as soon as possible after the end of the heel fly (warble
fly} seasan. While this is not peculiar to ivermectin, destruction of
Hypoderma jarvae (cattle grubs) at the penod when these grubs
are in vital areas may cause undesirable host-parasite reactions.
Killing Hypoderma lineatum when itis in the esophageal tissues
may cause bloat; killing H. bowviswhen itis in the vertebral canal
may cause sta%gering or paralysis. Cattle should be treated either
hefore or after these stages of grub development.

Cattle treated with Ecomectin Cattle Pour-On {ivermectn topical
solution} atthe end of the fly season may be re-treated with
Ecomectin Cattle Pour-On {ivermectin tapical solution} during the
winter without danger of grub-related reactions. For further
information and advice on a planned parasite control program,
consult your vetennarian.

OTHER WARNINGS
Parasite resistance may develop to any dewarmer, and has been
reported for most classes of dewaormers.

Treatment with a dewormer used in conjunction with parasite
manac];ement practices appropriate to the geographic area and the
animalis) to be treated may slow the development of parasite
resistance.

Fecal examinations or ather diagnostic tests and parasite
managemeant histary shoukd be used to determine if the product is
appropriate for the herd, prior to the use of any dewormer.
Following the use of any dewormer, effectivenass of freatment
should be monitored {for example, with the use of a fecal egg count
reduction test or another appropriate method).

A decrease in a drug's effectiveness avertime as calculated by
fecal egg count reduction tests may indicate the development of
resistance to the dewormer administered. ¥ our parasite
management plan should be adjusted accordingly based on
regular monitaring.

ENVIRONMENTAL SAFETY

Studies indicate that when ivermectin comes in contact with the
sail, it readily and tightly hinds to the sail and becomes inactive
over time. Free ivemmectin may adversely affect fish and certain
aguatic organisms. Do not permit cattle to enter lakes, streams
ar ponds far at least six hours after treatment. Do not
contaminate water by direct application ar by the improper
disposal of drug containers. Dispose of containers in an
approved landfill or by incineration.

As with other avermectins, ivermectin is excreted in the dung of
treated animals and can inhibit the reproduction and growth of
pest and beneficial insects that use dung as a source of food
and far reproduction. The magnitude and duration of such
effects are species and life-cycle specific. When used according
to label directions, the product is not expected to have an
aclverse impact on populations of dung-dependent insects.

HOW SUPPLIED
Ecomectin Cattle Pour-On is supplied in 1L, 4L, 10L, and 20L
callapsible pack, including a self-venting draw-off assembl
designed for use with automatic dosing equipment. Each 1L
solution pack contains enough solution to treat 40 x 250 kg of hody
weight. Each 4L saolution pack contains enough solution to treat
160 x 250 kg of body weight. Each 10L solution pack contains
enough salution to treat 400 x 250 kg of body weight. Each 20L
salution pack contains enough solution to treat 800 x 250 kg of
body weght.

Approved by FDA under ANADA # 200-348
Manufactured far

Huwvephamma, Inc.

Peachtree City, Georgia 30268

Made in Canada 220011

Rev. 11-2023

ECOMECTIN CATTLE POUR-ON

ivermectin solution

Product Information



Product Type OTC ANIMAL DRUG Item Code (Source) NDC:23243-2102

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
IVERMECTIN (UNII: 8883YP2R6D) (IVERMECTIN - UNII:8883YP2R6D) IVERMECTIN 5mg in1lmL
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:23243-2102-1 1000 mL in 1 BOTTLE

2 NDC:23243-2102-2 4000 mL in 1 BOTTLE

3 NDC:23243-2102-5 10000 mL in 1 BOTTLE
4 NDC:23243-2102-9 20000 mL in 1 PACKAGE

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANADA ANADA200348 06/12/2025

Labeler - Huvepharma, Inc (619153559)

Revised: 6/2025 Huvepharma, Inc
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