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FREEDOM OF INFORMATION SUMMARY

AN ORIGINAL ABBREVIATED NEW ANIMAL DRUG
APPLICATION (ANADA)

ANADA 200-272

NOROMECTIN (ivermectin) Pour-On for Cattle

NOROMECTIN (ivermectin) Pour-On for Cattle when applied at the
recommended dose of 500 mcg/kg is indicated for the effective control
and treatment of gastrointestinal roundworms (including Ostertagia

ostertagi) lungworms, grubs, hornflies, sucking and biting lice, and
sarcoptic mange mites in cattle.

Sponsored by:

Norbrook Laboratories, Ltd.
Station Works
Newry BT35 6JP

Northern Ireland y
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FREEDOM OF INFORMATION SUMMARY

. GENERAL INFORMATION:
File Number:

. Sponsor:

. Established Name:
. Proprietary Name:
Dosage Form:

How Supplied:

. How Dispensed:

. Amount of Active Ingredients:

i. Route of Administration:

Species/Class:
. Recommended Dosage:
Pharmacological Category:

. Indications;

ANADA 200-272

Norbrook Laboratories, Ltd.
Station Works

Newry BT35 6JP

Northern Ireland

Drug Labeler Code: 055529
Ivermectin

NOROMECTIN Pour-On for Cattle
Pour-On

33.8floz/1L,84.5fl0z/2.5L and 169 fl 0z / 5L
collapsible pack with pour-on applicator gun or as a
replacement pack and 676 fl oz / 20 L container with
draw-off device and applicator gun.

OoTC

Each milliliter (mL) of solution contains
5 milligrams (mg) of ivermectin

Topical, on the dorsal midline, withers to tail head.
Cattle

500 meg/kg (1 mL for each 22 1b of bodyweight)
Parasiticide

NOROMECTIN Pour-On for Cattle applied at the
recommended dose level of 500 mcg/kg is indicated
for the effective control of these parasites.

Gastrointestinal Roundworms

Ostertagia ostertagi (adults and Ly) (including
inhibited stage)

Haemonchus placei (adults and L)
Trichostrongylus axei (adults and L4)
Trichostrongylus colubriformis (adults and Ly)
Cooperia spp. (adults and L)
Oesophagostomum radiatum (adults and Ly)
Strongyloides papillosus (adults)

Trichuris spp. (adults)
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Lungworms
Dictyocaulus viviparus (adults and Ly)

Cattle Grubs (parasitic stages)
Hypoderma bovis
H. lineatum

Mites
Sarcoptes scabiei var. bovis

Lice

Linognathus vituli
Haematopinus eurysternus
Damalinia bovis
Solenopotes capillatus

Horn Flies
Huoaematobia irritans

Persistent Activity:

NOROMECTIN Pour-On for Cattle has proven to
effectively control infections and protect cattle from
reinfection with Ostertagia ostertagi,
Oesophagostomum radiatum, Haemonchus placei,
Trichostrongylus axei, Cooperia punctata, and
Cooperia oncophora for 14 days after treatment.

n. Pioneer Product: IVOMEC Pour-on for Cattle; ivermectin;
NADA 140-841; Merial Ltd.

2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS:

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

Ordinarily, the ANADA sponsor shows the generic product is bioequivalent to the pioneer,
which has been shown to be safe and effective. If bioequivalence is demonstrated through a
clinical endpoint study, then a tissue residue study to establish the withdrawal time for the
generic product should also be conducted. For certain dosage forms, the agency will grant a
waiver from the requirement of an in vivo bioequivalence study. (55 FR 24645, June 18, 1990;
Fifth GADPTRA Policy Letter; Bioequivalence Guidance, revised October 9, 2003).



PRODUCT INFORMATION LEAFLET (100% SIZE - 210mm x 148mm})

Neremectin’

{ivermectin)

POUR-ON for Cattle

Contains 5 mg ivermectin/mL
ANADA 200-272, Approved by FDA

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

Intreduction

Noromectin {ivermaectin) Pour-On delivers internal and
external parasite control in one convenient low-volume
application.

Indications

Noromectin Pour-On applied at the recommended
dose level of 500 mcg/kg is indicated for the effective
control of these parasites.

Gastrointestinal Roundworms

Ostertagia ostertagi (aduits and Ly}
(including inhibited stage)

Haemonchus placei . {adults and. Lg)
Trichostrongylus axei . {adultsand {4} - -
T colubriformis i - “(adultsand Lg) -~
Cooperia spp. (adultsand Ly}
Oesophagostomum radiatum {adults and Ly)
Strongyloides papiliosus {adults)

Trichuris spp. {adults)
Lungworms

Dictyocaulus viviparus {aduilts and L)
Cattle Grubs - - - [pargsiticetages) .
Hypoderma bovis . . e e
H. lingatum

Mites

Sarcoptes scabiei var. bovis

Lice

Linognathus vituli
Haematopinus eurysternus
Damalinia bovis
Solenopotes capillatus

Horn Flies .
Haematobia irritans

Persistent Activity

Noromectin Pour-On has been proved to effectively
control infections and to protect cattle from re-infection
with Ostertagia ostertagi, Oesophagostomum
radiatum, Haemonchus placei, Trichastrongylus axei,
Cooperia punctata and Cooperia oncophora for 14
days after treatment,

Treatment of Cattle for Horn Flies

Noromectin Pour-On controls horn fiies (Haematobia
irritans) for up to 28 days after dosing. For best results
Naoromectin Pour-On should be part of a parasite
controf 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 mb for each 22 ib of body weight.
The formulation should be applied along the topline
in &nacr{row strip extending from the withers to the
tailhead.

Administration

Collapsible Packs (33.8 fl 0z/1 liter pack; 84.5 fl 02/2.5
liter pack; 169 fl o0z/5 liter pack with dosing
gun/applicator)

Because of the solvents used in Noromectin Pour-On,
the applicator gun from Simcro Tech*, or equivalent,
is recommended. Other applicators may exhibit
compatibility problems resulting in locking, incorrect
dosage or ieakage. Remove the shipping cap from the
backpack container and replace with the vent cap
provided. Attach the hose from the automatic dosing
equipment to the outlet from the vent cap. Follow the
applicator gun manufacturer’s directions for priming
the gun, adjusting the dose, and care of the applicator
gun foilowing use.

Container (676 fl 02/20 liter container with draw-off
device and dosing gun/applicator)

Because of the solvents used in Noromectin Pour-On,
the draw-off device and applicator gun from Simcro
Tech*, or equivalent, is recommended. Other
applicators may exhibit compatibility problems

resulting in lacking, incorrect dosage or leakage. Screw- -

Féedlot pack cap and dip tube onto the 20 liter drum

- ensuring a tight fit. Connect the long 3m feéd tube at
“one end to the spigot on the Feedlot pack cap and the

other end to the applicator gun. Then follow the
applicator gun manufacturer’s directions for priming
the gun, adjusting the dose, and care of the applicator
gun following use.

When the interval between use of the applicator gun
is expected to exceed 12 hours, disconnect the gun,

*. draw off tubing and dip tub and cap from the product
- confainer, empty the product from the gun and tubing

back into the container and replace the shipping cap.

o Dose
220 1b (100 kg) 10 mL
330 ib {150 kg} 15 mL
440 1b {200 kg) 20 mb
550 Ib {250 kg) 25 ml
660 Ib (300 kg) 30 mL
770 1b (350 kg) 35 mb
| ___8801b (400 kg) 40 mL
990 1b (450 kg) 45 mL
1100 1b (500 kg) 50 mL |

Mode of Action

lvermectin 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 fon channels which
occur in invertebrate nerve and muscle cells.

This leads to an increase in the permeability of the
cell membrane to chioride ions with hyperpolarization
of the nerve or muscle cell, resuiting in paralysis and
death of the parasite. Compounds of this ¢lass 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 macrocylic
lactones have a low affinity for other mammalian
ligand-gated chioride channels and they do not readily
cross the blood-brain barrier.
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 amimals
as is the subcutaneous formulation which had no
effect on breeding performance.
| RESIDUE INFORMATION: Cattie 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.

WARNING! NOT FOR USE IN HUMANS

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

water and seek medical attention. ” - °

eye exposure occurs, flush eyes jmmediately with™

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

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

The Material Safety Data Sheet (MSDS) coritains.friore °

detailed occupational safety information. To report
adverse effects, obtain an MSDS, or for assistance
call Norbrook on (1) 913-424-4714.

PRECAUTIONS
Store away from excessive heat (104°F/40°C)
and protect from light.

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
Noromectin (ivermectin) Pour-On is stored at
temperatures below 32°F Allowing it 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.

'

fvermectin has been associated with adverse reactions
in sensitive dogs; therefore, Noromectin Pour-On is
not recommended for use in species other than cattle.

When to Treat Cattle with Grubs

Noromectin Pour-On effectively controls all stages of

cattle grubs. However, proper timing of treatment is
important. For the most effective results, cattle shouid
be treated as soon as possible after the end of the
heet fly (warble fty) 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.
Kilting Hypaderma lineatum when it is in the
esophageal tissues may cause bloat: killing
H. bovis when it is in the vertebral canal may cause
staggering or paralysis. Cattle should be treated sither
before or after these stages of grub development.

Cattle treated with Noromectin Pour-On at the end of
the fly season may be re-treated with Noromaectin
during the winter without danger of grub-related
reactions. For further information and advice on a
planned parasite control program, consult your
veterinarian.

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 or certain aguatic organisms. Do
not permit cattle to enter lakes, streams or ponds for-

at least six hours after treatment. Do not contaminate ~ . "7 5~

water by direct application or by the improper disposal
of drug containers. Dispose of containers in an
approved fandfill 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 afe 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.

Package Information

Noromaectin Pour-On is available in a 33.8 fl 0z/1 L
collapsible pack, in an 84.5 fl 0z/2.5 L collapsibie pack,
in a 169 fl 0z/5 L collapsible pack and a 676 fl 02/20 L
container intended for use with appropriate automatic
dosing equipment.

Norbrook Laboratories Limited
Newry

Co. Down

Northern lreland

‘@ Norbrook =



1 Liter Container Front Label {100% SIZE - 140mm x 97mm)

{ivermectin)

Contains 5 mg ivermectin / mL

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

WARNING!
- NOT FOR USE IN HUMANS.

33.8 floz (1 L}

’® Norbrook ;




1 Liter Container Back Label {100% SIZE - 140mm x 97mm)

Noromectin®

{ivermectin)

[ POUR-ON for Cattle

Contains 5 mg ivermectin/ml
ANADA 200-272, Approved by FDA

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

INDICATIONS: )

For the treatment and controf of gastrointestinal
roundwerms {including inhubited Ostortagia
ostertagl), lungwarms, grubs, horn flies, sucking
and biting lice, and sarcoptic mange mites in
cattle.

See package insert for complete indications
and use diractions,

- RECOMMENDED DOSE:

K T mLper 22 b of body weight.

Administration
Because of the solvents used in Noromectin
Pour-On, the applicator gun from Simcro Tech®,
or equivalent, ts recommended. Other
applicators may exhibit compatihility problems
resulting infocking, incotrect dosage or leakage.
Remove the shippinF cap from the backpack
container and replace with the vent cap
- provided. Attaeh the hose from the automatic
- dosing equipment to the outlet from the vent

1 cap. Follow the applicator gun manufacturer's

directions for priming the gun, adjusting the
dose, and care of the applicator qun following
use.

RESIDUE INFORMATION: Cattle must not
be treated within 48 days of slaughter for
human consumption. Because a
withdrawal time in milk has not heen
astablished, do not use m 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,

WARNING i

NOT FOR USE IN HUMANS, Keep this and all
drugs out of the reach of children. The Material
Safety Data Sheet {(MSDS) contains more
detailed occupational safety information. To
report adverse effects, obtain an MSDS, or for
assistance call Norbrook on (1) 913-424-4714.

~

This product should not be applied to self or
others because It may be yntating to human
skin and eyes and absorbed through the skin.
Te minimrze accidental skin contact, the user
shouid wear g long-sleeved shirt end rubber
gloves. If accidental skin cantact occurs, wash
immediately with soap and water. If accidental
oye exposure occurs, flush eyes immediately
with water and seek medical attention.

PRECAUTIONS:
Store away from excessive heat (10§°F/40°C}
and protect from light,

Use only in well-ventilated areas or outdeors.
Close container tightly when not in use.

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

Do not use when rawn is expected to wet cattle
within six hours after treatment. This.product |
is for application to skin surface only-Ba ngt ~

give orally-or parenterally. B

Cloudiness m the formulation may occur when
Noromectin {ivermectin} Pour-On is stored at
temperatures below 32°F. Alfowing it to warm
at room temperature will restore the normal
appearance without affecting efficacy

Antiparasitic activity of ivermectin wilf be .
impaired if the formulation 1s applied to-gress - -
of the skin with miange scabs or lestens, orwith- .| -
dermatoses or adherent materials, e.g. caked
mud or manure,

Ivermectn has been associated with adverse
reactions in sensitive dogs; therafore,
Noromectin Pour-On s not recommended for
use in species other than cattle.

Disposal: i

Do not contaminate water by direct application
or by the improper dispesal of drug containers,
Dispose of containars in an approved jandfill or
by incineration.

Made in the UX
338floz{t L)
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f POUR-ON for Cattle

Cansultyour veterinanan for assis in the di
and contral of parasitism

INDICATIONS: 3
fpr the Treatment a’r.\d contof of gasqo‘mtestinai roundworms

0 A sterlag g0, ] , grubs, horn
flies, sucking and bitng lice, and sarcoptic mange mites in cattie,

See package insert for ph di and use di
DUSAGE:

The dose rate is.t mL fur each 22 th of badyweight Tha formulation
should bmpﬁad along the topline in a narrow strip extending
from the withers to the tailhead.

ADMINISTRATION:

Because of the solvents used in Noromectin Pour-On, the adppﬁcator
gun from Simero Tech, or equivatent, is recommended, Gther
applicators may exhitit compatibility problems resufting 1n focking,
incorrect dosage or ieakage. Remave the shipping cap from the
backpack container and replace with the vent cap provided.
Attach the hose from the sutomatic dosing equipment to the outlet
from the vent cap. Follow the applicator gun manufactures’s
directions for priming the gun, adjusting the dose, and care of the
gpplicator gun folfowing tse.

Norbrook Laboratones Limited
Made in the UK.
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2.5 Liter Container Front Label (100% SIZE - 140mm x 97mm)

" WARNING! FLAMMABLE!

- KEEP AWAY FROM HEAT,
SPARKS, OPEN FLAME, AND

OTHER SOURCES OF IGNITION

WARNING!
NOT FOR USE IN HUMANS.




{ivermectin}

[ POUR-ON for Cattle e oo LPOUB-ON for
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Consultyaur veterinarian for assistance in the diagnosis, treatment
and control of parasitism.

INDICATIONS:

For the treatment and control of gastrointestinal roundwerms
{including inhibted Ostertagia ostertagi, lungworms, grubs, horr
fies, sucking and biting lice, and sarcaptic mange mites in cattie.

See package insert for complete indications and use dwections.

DOSAGE:

The dose rate is 1 mL for each 22 Iy of bodyweight. The farmulation
should be applied along the topline in a narrow strip extending
from the withers to the taithesd

ADMINISTRATION: ‘
Because of the solvents used in Noromectin Pour-On, the applicatar
gun from Simcro Tech, o lent, ded. Other

applicators may exhibit campati

nad

18 © X
bility problems resulting in locking,
mcorrect dosage or leakage. Remove the shipping cap from the:
backpack contamer and replace with the vent cap provided. Attach
the hose from the sutomatic dosing equipment to the cutlet from
the vent cap. Follow the applicator gun manufacturer’s directions
for priming the gun, adjusting the dose, and care of the applicator
gun following use.

Norbrook Laboratonies Limited
Maden the UK.
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5 Liter Container Front Label (100% SIZE - 140mm x 97mm)
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Contains 5 mg ivermectin / miL

WARNING! FLAMMABLE!
KEEP AWAY FROM HFAT,

SPARKS, 8PEN FLAME, AND -
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- WARNING!
NOT FOB USE IN HUMANS. | |

A

UK

[ POUR-ON for Cattle




5 Liter Container Back Label {100% SIZE - 140mm x 97mm)

Noromectin®

{ivermectin)

| POUR-ON for Cattle

Contains 5 mg ivermectin/mL
ANADA 200-272, Approved by FDA

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

INDICATIONS:

For the treatment and contro! of gastrointestinat
roundworms (including hibited Ostertagia
ostertags), lungworms, grubs, horn flies, sucking
andlbitmg lice, and sarcoptic mange mites in
cattle.

See package insert for complete mdications
and use directions.

" BECOMMENDED DOSE: -
-1 x_nl.l?er 22 I of body weight.

Administration
Because of the solvents used in Noromectin
Pour-Qn, the applicator gun from Simcro Tech*,
or equivalent, is recommended. Other
applicators may exhibit compatibifity problems
resufting in focking, incorrect dosage or feskage.
Remove the shippin?; cap from the backpack
container and replace with the vent cap
.. provided: Attach the-hgse-from the automatic
dosing equipmant to the outfet from the vent
cap. Follow the apphicator gun manufacturer’s
directions for priming the gun, adjusting the
dose, and care of the applicator gun following
use.

BESIDUE INFORMATION: Caitle must aot
be treated within 48 days of staughter for
human consumption. Because &
withdrawal time i milk has not been
established, do not use in female dairy
cattle of breading age. A withdrawal
period has not been established for this ]
product in pre-ruminafing calves. Do not
use in calves 1o be processed for veal

+

WARNING X

NOT FOR USE IN HUMANS. Keep this and all
drugs out of the reach of children. The Material
Safety Data Sheet (MSDS| contains more
detailed occupationel safety information. To
report adverse effects, obtain ar MSDS, ot for
assistance call Norbrook o {1} 913-424-4714.

This product should not be appited to self or
others bacause st may be writating to human
skin and eyes and abserbed through the skin.
To minimize accidental skin contact, the user
should wear a long-sleeved shirt and rubbaer
gloves. If accidental skin contact occurs, wash
immediately with soap and water. if accidental
aye exposure occurs, flush eyes immediately
with water and seek medical attention.

PRECAUTIONS: )
Store away from excessive heat (104°F/40°C]
and protect from light.

Use only in well-ventilated areas or outdoors.
Close container tightly when net in use.

Cattle should not be treated when hair or hide
15 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 hot.- 1.~

give oraily or parenterally.

Cloudiness in the formulation may occur wherr
Noromectin {vermectin) Pour-On ts stored at
temperatures befow 32°F. Alfowing it to warm
at room temperature will restore the normal
appearance without affecting efficacy

Antiparasitic activity of ivermectin will be

impaired if the formutation is applied to'gress

of the skin with mange scahbs or lesiorts, orwith
dermatoses or adherent materials, e.g. caked
mud or manure.

Ivermectin has been assoctated with adverse
reactions in sensitive dogs; therefore,
Noramectin Pour-On is not recormended for
use in species other than cattle.

Disposal: i

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.

Made in the UK.
169floz (5L}
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20 Liter Drum Container Frgnt L. el (100% SIZE - 176mm x 200mm)
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WARNING! FLAMMABLE!

KEEP AWAY FROM HEAT,
SPARKS, OPEN FLAME, AND}

OTHER SOURCES OF IGNITION.

WARNING!
NOT FOR USE IN HUMANS.
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Noromectin®

{ivermectin)

| POUR-ON for Cattle

Contains 5 mg ivermectin / mlL
ANADA 200-272, Approved by FDA

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

INDICATIONS:

For the treatment and control of gastrointestinal roundworms (including
inhibited Ostertagia ostertagi), lungworms, grubs, horn flies, sucking and
biting lice, and sarcoptic mange mites in cattle.

See package insert for complete indications and use directions.

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

taithead. o

ADMINISTRATION: S

This container is designed to dispense Noromectin Pour-On into smaller
containers or to be used with appropriate autematic dosing eguipment.
Because of the solvents used in Noromectin Pour-On, the draw-off device
and applicator gun from Simcro Tech*, or equivalent, is recommended, Other
applicators may exhibit compatibility problems resulting in locking, ingorrect
dasage or leakage. Screw Feedlot Rack cap and dip tube onto the 20 liter
drum ensuring a tight fit. Connect the long 3m feed tube at one end to the
spigot on the Feedlot pack cap and the other end to the applicator gun. Then
follow the applicator gun manufacturer’s directions for priming the gun,
adjusting the dose, and care of the applicator gun following use.
See package insert for use of automatic dosing equipment. Use the following
table to determine the proper dose. When body weight is between doses,
use the higher dose.

Weight Dose
220 1b (100 kg) 10mL
3301b {150 kg) 15mL
440 1b (200 kg) 20mL
550 Ib (250 kg) 25mb
660 Ib {300 kg) 30mlL
770 1b (350 kg) 3Bml
880 Ib {400 kg) 40mL
990 Ib (450 kg} 45mi
1100 Ib (500 kg) 50mL
ANIMAL SAFETY: S

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.

[
L'y

RESIDUE INFORMATION: 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

1;r)mducf in pre-ruminating calves. Do not use in calves to be processed
or veal,

WARNING

NOT FOR USE IN HUMANS. Keep this and all drugs out of the reach of
children. The Material Satety Data Shaet {MSDS) contains more detailed
occupational safety information. To report adverse effects, obtain an MSDS,
or for assistance call Nerbrook on (1) 913-424-4714.

This product should not be apglied 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
medica) attention.

PRECAUTIONS:

Store away from excessive heat {104°F/40°C} and protect from light.

Use only.in well-ventilated areas or outdoors.
Close container tightly when not in use.

Cattle éﬁould not be freated 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 reatment.

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

Cloudiness in the formulation may occur when Noromectin (ivermectin) Pour-
On is stored at temperatures below 32°F. Allowing it 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.

Ivermectin has been associated with adverse reactions in sensitive dogs;
therefore, Noromectin Pour-On is not recommended for use in species other
than cattle.

Dispesal:
Do not centaminate water by direct application or by the improper disposal
of drug containers. Dispose of containers in an approved landfill or by
incineration.

Made if the UK.

876 loz (20 L)
Y

OBSERVE LABEL

TAKETIME DIRECTIONS

"




Yo connect to backpack |

1 Slide the"twa hose
armour springs onto each
end of the delivery tube.

2 Push one end of delivery
tubs full onto inlet barbs on
applicator (see above),
Slide armour spring back
over the end of delivery
tube to reduce the pos-
sibifity of the tube kinking.
3 Push other end of defivery
fube onto barb ehd of tube
adaptor/spigot and slide
armour spring over end.

4 Hald backpack upright
and femov-transit cap.
Screw’ gmgci cap.onto

- cap (ses, above)

5 Place backpétk o iaaclg 1

and ad]ust strap$ untii
comfortable,

Note:

This pack contains an |
adaptor for different sizes
of tubing and/or spigat,

backpa )’gmdtughmn fuly. -

Simero Applicator
Pour-on/Drencher
30mt

3 ad;usier
band ckwise to méve:-
the planger ferward untli
the front facé of the plunger
lines up with the required
dose, a8 marked on the
barrel. (see above) Turning
the dose adjuster band
anti-clockwis® increases
the dose, Thé gystem Is
now ready to use. ’

To prime

Squesze the handle of the
applicetor several tirhes
unjl ther product is drawn
throughithe tube ﬁlimg the
jipratecbartel. Gently

expaied from the tubmg
and apphcator barrel,

To fit drench nozzle
Serew drench nozzie on
1o applicator, position at
required dngle and hghten
the nut firmily: :

i /CaraMy rémove ’the
* defivery tube from the 7, 15
- backpack and pump warm‘, .

Scapy water through fhe -
- applicator 1o flush out-any

et kit Fre o s

30mi

Sirncro Applicator

Pour-on/Drencher

excess product, Then flush
with-clean water. '

2 Lubricate the piston
O-ting and felt washer with
viiva oll 6r any fodd grade |

vegetable o, by injetting.
ol Into the hole in top of

the barrel and into the felt

washer.

8 Squeeze the applicator |

& few tirties to-spread the
oli through the barrel. |

“| 4 Store the applicator in a _
plastic bag t6 keap i dust

frée for re-use.

"2 Frort valve cags

3 Valve spring
4 Valve
5 Barrel

“If régissembling, pt&ce the -
shorf:fin end of the vilve,

into e barrel; place the -
narrew et of the conical -
spring onto thelong snd
of the valve, then replace
the frantvwvecage Finally
tepiace the nozzle by
threading ¢lockwise onto
he barral,

‘Note:

Rapea;mg His
- Malntgnancs process after -
T vy ] wﬂl dbnd the
R n;aicrs Tife. )
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{ivermectin)
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Contains 5 my
fvermectin/ml.

WARNING] FLAMMABLE!
’ j KEEP AWAY FROM HEAT,
{including E SPARKS, OPEN FLAME, AND
EEITNUNES TNl BT B O THER SOURCES OF IGNITION.
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NADA 140-841, Approved by the FDA

©

VOMeS e
(ivermectin)

pOur =QI1 for catile
Contains 5 mg ivermectin/ml
Parasiiicide

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

INTRODUCTION

IVOMEC (ivermaciin} Pour-On delivers kemal and extemal parasite
contro! in one convenient low-volume application, Discovered and
developed by scientists from Merck Resaarch Laboratories, IVOMEC
Pour-On contains ivermectin, 2 unique chemical entity,

MODE OF ACTION

tvermectin is a member of the macrocylic lactone class of
which have a uniqus of action. of

the class bind selectively and with high affintly to glutamale-gated

chioride fon channels which occur In invertebrate nerve and muscle

colls.

This leads to an increase in the penmeability of the cell membrane to
chioride fons with hyperpolarization of the nerve or muscle cell,
tesulting In paralysis end death of the parasite. Compounds of this
dlass may &aiso inferact with ofer igand-gated chloride channils, such
as those gated by the neurotransmitier gamma-aminobutyric acid

3
The margin of safety for compounds of this class is atidbutable 1o the
tact that mammals do not have giutarnate-gated chloride channels, the
macrocyclic lactones have a low affinity for other mammalian
ligand-gated chloride channels and thay do not readily cross the
blood-brain barrior.

INDICATIONS
{VOMEC Pour-On applied at the recommended dose level
parasies,

of 500 mog/kg is indicated for the etiective control of these
Gastrolntestinal Roundworms
Ostertagia ostertag {adults and L)
{including Inhibited stage)
it (et and 1
C axei @
7. colubniformis {adults and L)
Cooperia $pp. (adults and L9
Strongyloides paplliosus (adults)
Qasophagostomum radigium (adults and L))
Trichuris spp. {aduits)
Lungworms
Dictyocaulus viviparus (adults and L)
Cattle Grubs (parasilic stages)
H rma bovis
lingatum
Hites
Sarcoptes scableivat, bovis
Bl;.:g thus vituli
nathus vitul
Haemalopinus eurystemus
Damalinia bovis
Solenopotes caplliatus
Hom Flies
Haematobig Irtitans

Persistent Activity .
IVOMEC Pour-On has been proved to affectively control infections
and 1o protect cattle from re-infection with Osteriagia osteriagl,
Oesophagostomum fadiatum, Haemonchus placel, Trichostrongylus
axel, Cooperia punctala and Cooperia oncophora for 14 days efter
treatment.

Treatment of Cattle for Hom Files

{VOMEC Pour-On controls hom fliss (Haematobia inflans} for up to
28 days after dosing. For best results IVOMEC Pour-On should be
part of 8 parasite contro! program for both intemal and external
parasites based on the epidemiclogy of these parasiies. Consult your
veterinarian or an entomologist for the most efiective timing of

applications.

DOSAGE

The dose rate is 1 mL for each 22 Ib of body weight. The formulation

should be epplied aiong the topline In & narow strip extending from

the withers 1o the tallhead.

ADMINISTRATION

Squeeze-Measure-Pour System

8.5 fl ©2/250 mL Bottle with 25 mL Metering Cup)

Attach the metering cup to the bottie,

Set the dose by turning the 10p section of the cup to align

e corect body weight with the pointer on the knuried cap, When
e ot gt g e o e 5
‘old 1 ra excess of the
quired dose as indicated by the calioration #nes. choie

NP5

uecze-Measure-Pour System
ip%.a 1l ax/1 Liter Bottie :%h“ 50 mL Metering Gup)
et 10 th ¢ the cup to align
he dose by turning the top section of the C
tsl’:a‘i:o:eao;odyb}\lnelgm vgﬂv the pointer on the knwried cap. When
bodymiqhnsbetweennwﬂnqs.mmemmsawng.
Hold the bottle bpright and squseze fl 1o defiver a slight excass of the
required dose as indicated by the calibration fines. l‘ Iy adiust
sing the pressure, the dose automalically adjusts
aym?g?red?evei.‘i%tﬂw tottie 1o dativer the dosa. When 220 b {10
L) or 330 b (15 mlL) dose s required, tum the pointer to “STOP
bafore delivering the dose. The off (STOP) position-will close the
systom between dosing.
Collapsible Pack
(845 fi 0zf2.5 L Pack and 769 fl 02/5 L Pack}
Connect the appiicator gun to the collapsible pack as follows:
Atiach the open end of the draw-off tubing to the dosing equipment.
{Because of the solvents used In the formulation, only the Proteclor
Dranch Gun from Instrumant Supplies Uimited, or equivalent, is
recommanded. Other applicalors may exhibit compatiblity probiems
tesulting In focking, Incomect dosage of lsakage.)
Repiace the shipping cap with the draw-off cap an tlighten down.
Attach draw-off tubing 1o the draw-of cap.
Gontly prime the applicator gun, checking for leaks.
Fotlow the manulaciurer's directions for adjusting tha dose.
+When the interval between uses of the applicator gun & expecled lo
excend 12 houts, disconnect the gun end draw-off tbing from the

product container end empty the product from the gun and tubing back
into the product container, To prevent removal of spacial lubricants from
the Protector Drench Gun, the gun and tubing must not be washed.

20 Liter Pack

{676 1l 02/20 L Pack)

Use dosing equipment (applicator, draw-off tubing, cap with stem)
compatible mut;elVOMEw (ivarmectinzl Pour-On. Other dosing
equipment may be fncompatible, resuliing I locking, incomrect dosage
and leakage. Follow the dosing equipment mantsfaciurer’s directions for
adjusting the dose and proper use and maintenance of the dosing
eguipment. Connect the dosing applicator and the draw-off tubling to the
container as follows: )

Attach the open end of the draw-off tubing to an appropriste dosing
applicator. Attach draw-ofi tubing to the cap with the stem. Replace the
with the cap having the draw-off tubing, Gently prime the
dosing , ehocking for leaks.
When the Inlerval betwesn uses of the applicelor gun is expacled to
exceed 12 hours, disconnect the gun, draw-off fubing and cap with
stem from the product container, emply the product from the gun and
tublng back into the product container and replace the shipping cap.
ANIMAL SAFETY

Studies conducted in the U.5.A. have demonstrated the safely
margin for ivermectin. Based on plasma levels, the topjcally applied
formulation is expecied to be &t least as well tlerated by breeding

animals gs 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 chlidren.

The Material Safely Data Shest (MSDS) contains more detalied
occupational safety Information. To report advarse effects, oblaln an
MSDS or for assistance, contact Medal at 1-868-637-4251,

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

This product should not be applisd to self or others because it may
be Initating to human skt and eyes and absotbed through the skin.
To minlmize accidental skin contact, the user should wear a
long-sleeved shirt and rubber gloves. If accidental skin contact
ocours, wash immediately with soap and waler, if accidental eye
exposure oceurs, flush eyes immediately with water and seek
medical attention.

RESIDUE INFORMATION: Cattle must not be treated
within 48 days of slaughter for human consumption.
Because & withdrawal time in milk has 'not been
established, do not use in female dalty catlle of
breeding age. A withdrawal period has not been
established for this product in pre-uminating calves. Do
not use In calves to be processed for veal,

PRECAUTIONS
Store away from excessive heat {104°F/40°C) and protect
from light.

Use only In weli-ventiiated areas or outdoors,

Close containar tightly when notin use,

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

Do not use when rain Is expected to wet cattie within six hours
efier freatment.

This product is for application to skin surface only. Do not give orally or
parenteraly,

Cloudiness In the formulation may occur when WVOMEG PourOn is
slored &t temperatures below 32°F, Altowing o warm at room
femperature will restore the normal appearance without affecting
efficacy.

Antiparasitic activity of ivermectin will be impaked i the formulation Is
applied to areas of the skin with mange scabs or lesions, or with
dermatoses or adherent materials, e.9., caked mud or manire,

vermectin has been assoclated with adverse reactions in sensitive
doas’ therefore IVOMEC Pour-On I not recommendad for use in

When to Treat Cattie with Grubs
(VOMEGC Pour-On etfectively controls ail sta
treatmant Is

ges of catlie grubs
proper timing of bs.
catlle should e

these grubs are In vital ereas may cause undesirable

reactions. Kiling Hypodarma finegtum when it is in mehﬁmg
tissues may cause bloat; killing H, bovis when i is In the vertebral canal
may causs staggening or paralysis. Cattle should be treated either
before or atier these stages of grub development.

Cattle traated with IVOMEC Pour-On at the e of the season

be re-treated with IVOMEC during ihe winter wttht%x dange‘:liyt
grub-related reactions. For further information and acdvic on a planned
parasite contro! program, consult your vetarinarian,

Environmental Safety

Studies Indicate that when ivermectin comes in contact with soif it
readily and tightly binds 1o the soll and becomes inactive, Free
ivermectin may adversaly aflect fish and cerlain aquatic organisms. Do
not contaminate water by direct application or by improper disposal of
drug confeiners. Dispose of contalners in an approved landfif or by
incineration.

As with other.avermectins, ivermactin Is excreted In the dung of treated
animals and can inhiblt the reproduction and growih of pest and
beneficial insects that yse dung 85 & source of food and for
reproduction. The magnitude and duration of such effacts are spocies

:nd Me—lesydn& specilic, V;I:ehg used mrding fo iabet directions, the
roduct expeciod ve an adverse impacl on populations of
dung-dapendent insecls. Pop

HOW SUPPLIED

IVOMEC Pour-On is avaliable In an 8.5 11 07250 . botfle or 33.8 floz/1 L

, bomammasqueezemasum-pou%m ,0f in 8n 84.5 floz/2.5 L or

169 4 oz L ostapshie pack or 676 1 conkainer lended for use with
oq

apprepriste attomatic dosing equipment.

IVOMEC and Cattle Head Logo are registered trademarks
of Merial Limited,

Medlal Limiled, a company limited by shares registered in England and
Walas (registered numbar 3332751) with & registered offics at PO Box
327, Sandringham House, Sandringham Avenue, Hardow Business
Park, Harlow, Essex CM19 5TG, England, and domesticated in
Delaware, USA as Merial LLC.

U.S. Pat 4,199,569
10 2008 Marial Limited
All Rights Reserved,
apletinet CEEI
Rav, 04-2003 A
1050-1446-00 S00RAB Dk -
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€3 MERCK

veom

(veemecting

pOllI'-Ol’l for cattle

Contains 5 mg
ivermectin/mL

Parasiticlde

Kills:

Roundworms

(including

Brown Stomach Worm)

Lungworms

Grubs WARNING! FLAMMABLE) .31
Sucking Lice KEEP AWAY FROM HEAT, 'R
Biting Lice SPARKS. OPEN FLAME.AND 1
Mange Mites OTHER SOUACES OF IGNTORH

Horn Flies

WARNING! 4
NOT FOR USE iIN HUMANS,
Merck AgVat Division :
Merck & Co., tnc. ¥
Rahway, N.J., 070650912, U S A .
Product 41300A 8.5 fl 0z ( 250 miy]

8793804

RSO m il Conbainer~
Back label
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Consult your vetennanan for assistance
n the dragnosss. treatment and control
of parastism

INDICATIONS:

For the treatment and controt of
gastromtestinal roundworms {includng
intibited  Ostertagea @ osterlagh.
fungworms, grubs. hotn thes. sucking
and biing Iice. and sarcoplic mange
miles n catile

See package insert for complete
indications and use drections

Recommended Dose 1 mi. per 22 1b of
body weaght

WARNING: Caitle must not be
reated within 48 days of slaughtes
for human consumption Because a
withdrawal ime 1 mitk has not
been estabhished, do not use w
female dairy cattie of breeding age

Thus product should not be apphed to
sell or othets because ! may be
sntatng lo human skin and eyes and
absorbed through the skin. To mimimize
accwtental skan contact, $he user should
wear a long-sieeved shirt and twbber
ploves. H accidental skin contact
occurs, wash immediately with soap
and water. it accdental eye sxpasure
occurs, flush eyes immediately with
water and seek medical attention.

Keep this and aft drugs out of the
reach of chlidrea,

PRECAUTIONS:
Store away from excessive heat
(104°F/40°C) and protect from fight.

N
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Use only in wett-ventiated areas .
outdoors

Close container tightly when not in use
Cattle shoutd not be treated when har or
tude 15 wet since teduced etficacy may
be expenenced

Do not use when ram is expecied to wet
cattle within s1x hours after treatment

This product 1s for application to skin
surface only Or not give orally oc
parenterally.

Cloudiness n the formutation may occu-
when IVOMEC  (ivermectin) Pour-On 15
stored at temperatures below 32 F
Allowing 16 warm at room lemperature
will restore the normal appearance
without affecting efficacy.

Antiparasttic actity of ivermectin wilt be
tmpaired if the Tormulation « apphed 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 assoctated with
adverse reaclions In sensitive dogs
therelore, IVOMEC Pour-On s a2’
recommended for use in species othe:
thar catile.

Do not contaminale water by direct
application or by the improper disposal
of drug comtaners. Dispose of
containers in an approved fandhili os by
incineration.

U.S. Pal. 4 199.569

IVOMEC and Catile Head Logo are registered
trademarks of Merck & Co., Inc .

Whitehouse Station. N J.. US.A

Made inUSA
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Alvermectin)

pour'on for cattle
N TAKE THVE

OBSEAVELABEL
DIRECTIONS

SAFETY:
i “Studies conducted in the U.S.A
| ‘have demonstrated the salety
margin for ivermectin, Based on
plasma levels, the topically applied
- formulation is expected to be at
least &s well tolerated by breeding
animals as is the subcutaneous
_formulation which had no effect on
“breeding performance.

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 notuse in
female dairy caitle of
breeding age.

WARNING! p
NOT FOR USE IN HUMANS.
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 immedi-
ately with soap and water. If acci-
dental eye expasure occurs, flush
eyes immediately with water and
seek medical attention,

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

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

sy ("';
TSN

(Evermectm)

==

POUr-0N . e

Contams 5 mg ivermectin/mL
Parasiticide

Kills: Roundworms (including Brown Stomach W’arm),
Lungworms, Grubs, Sucking Lice, Biting Lice,
Mange Mites, Horn Flies

Contains 10-550 Ib Doses
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{ivermectin) :

pourﬂﬂﬂ for catile

1 This topically applied formulation of

WOMEC® (ivermectin} delivers inter-
+nal and external parasite contro! in
one convenient low-volume appli-
~cation.

PRECAUTIONS:

Store away from excessive heat
(104°F/40°C) and protect cantents
from light. - ’

‘Use only in wellventiiated areas or
;outdaors, .

{Close container tightly when not in
‘use.

Callle should not be treated when
hair or hide is wet since reduced
efiicacy may be experienced.

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

. This product is for application 1o skin
jsurface only. Do not give orally or
parenterally.

Cloudiness in the formulation may
oceur when IVOMEC Pour-On ig
stored at temperatures below 32°F,
Allowing to warm at  room
temperalure wil! restore the normal
appearance.  without affecting
efficacy.

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

Ivermectin has been associated with

b adverse reactions in sensitive dogs;
therefore, IVOMEC Pour-On is ot
recommended for use in species
other than catlle.
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Consult your veterinarian for
controi of parasitism,

INDICATIONS:

assistance in the diagnosis, treatmeant and .

. For the freatment and control of gastrointestinal roundworms (including

intibited Ostertagia ostertagh), fungworms,

grunss, hom flies, sucking and
biting lice, and sarcontic mange mites in cat

fle.

. See package inser for comalete indications and use directions,
. & ?

DOSAGE:
The dose rateis 1 mi for each
be applied alon
the taithead.

ADMINISTRATION;

Altach the metering cup to the botlle.

Set the dose by turning the top section of the ow
weight with the peinter on the knurled cap. Wi
markings, use the highor setting.

Hold the bottle upright and squecze it o deliver & i
required dose as indicated by the calibration lings.

By releasing the pressure, the dose automatically adjusts to the correct
teval. Tilt the bottie to defiver the dose, The off {STOP} position will close
the system between dosing.

221b of body waight. The formutation should
g the topline in a narrow stip exiending from the withers to

o to align the correct body
ien body weight is betwesn

ight excess of the
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WARNING!FLAMMABLE! R
pycking Lice " KEEP AWAY FROM HEAT,
’ SPARKS, OPEN FLAME.AND

'OTHER: ;

WARNING!
NOT FOR USE (N HUMA!

07065-0412, U.S.A,

rfxen,k AgVet D sion

ct41310A  33.8floz(1.06 qt}

1 Liter container front label
(no back container label)



PP

e o 2hl LTI A Toea e

o
yomes

pour-on for cattle

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

Introduction

IVOMEC* (ivermectin) Pour-On delivers internal and
external parasite control in one convenient low-volume
application. Discovered and developed by sclentists from
Merck Research Laboratories, IVOMEC Pour-On contains
ivarmectin, a unigue chemical entity.

indications

{VOMEC Pour-On applied at the recommended dose level
of 500 meg/kg Is indicated for the sffective control of these
parasites. )

Gastrointestinal Roundworms

Ostortagia ostertagl {adults and L4}
(including Inhibited stage)

Haemonchus placei (adults and L)

Trichostrongylus axsl {adults and L4)

T. colubriformis (adults and L 4)
(adults and L g)

Strongyloides papillosus {adults)

QOasophagustomum radiatum (adults and L4)

Trichuris spp (adutts)

Lungworms

Dictyocaulus viviparus {adults and L4)

Cattls Grubs {parasitic stages)

bovis

H, lineatum

Mites

Sarcoples scabiei var. bovis

* INOMEC and Cattle Head Logo are rogistored trdomarks of

Merck & Co., Inc., Whitehouse Station, N.J., US.A,

e

Lice
Linognathus vituli

Haematopinus eurysternus

Damalinia bovis

Solenopotas capillatus

Hom Flles

Haematobia Irtans

Persistent Activity

IVOMEGC (ivermectin) Pour-On has been proved to
effectively control infections and to protect cattle from
re-Infection with Ostertagla ostertagl, Oesophagostomum
radiatum, Haemonchus placei, Trichostrongylus axel,
Cooperia punctata and Cooperia oncophora for 14 days
after troatment.

Treatment of Cattle for Horn Flies

IVOMEC Pour-On controls hern flles (Haematobla
irditans) for up to 28 days after dosing. For best results
{VOMEGC Pour-On should be part of a parasite control
program for both intemal and external parasites based on
the epidemiology of these parasites. Consuit 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
formufation should be applled along the topline in a
narrow strip extending from the withers to the tallhead.
Administration

Squesze-Measure-Pour System (8.5 fl 0z/250 mL Botlle
with 25 mL Metering Cup)

Attach the metering cup to the bottle,

Set the dose by tuming the top section of the cup to align
the corract body welght with the pointer on the knurled
cap. When body weight Is between markings, use the
higher setting.

Hold the bottle upright and squoeze i to deliver a slight
oxcess of the required dose as indicated by the
callbration lines,

By releasing the pressure, the dose automatically
adjusts to the correct level. Tilt the bottle to deliver the
dose. The off (STOP) position will close the system
between dosing.

Squeeze-Measure-Pour System (33.8 fl 0z/1 Liter Bottle
with 50 mL Metering Cup)

Attach the metering cup to the bottle.

Set the dose by turing the top section of the cup to align
the correct body weight with the poinfer on the knurfed
cap. When body weight is between markings, use the
higher setting,

Hold the botile upright and squeeze it to daliver a siight
excess of the raquired dose as indicated by the
cafibration lines.

By releasing the pressure, the dose automatically
adjusts to the correct level. Tilt the bottle to delfiver the
dose. When 220 1b (10 mL) or 330 Ib (15 mL) dose is
required, tum the pointer to “STOP” before delivering the
dose. The off (STOP) position will close the system
between dosing.

Collapsible Pack (84.5 il 0z/2.5 L Pack and 169 fl 02/
5L Pack.}

g‘mct the applicator gun to the collapsible pack as
Attach the open end of the draw-off tubing to the dosing
equipment. (Bacause of the solvents used In the formu-
lation, only the Protector Drench Gun from Instrument
Supplies Limited, or equivalent, is recommeanded. Other
applicators may exhibit compatibliity problems, resulting
In locking, Incorrect dosage or leakags.)
Replace the shipping cap with draw-off cap and fighten
down. Attach draw-off tubing to the draw-off cap.
Gently prime the applicator gun, checking for jeaks.
nggow the manufacturer’s directions for adjusting the
0.
When the Interval between uses of the applicator gun is
expacted 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. To prevent removal of special lubricants from
the Protector Drench Gun, the gun and tubing must
not be washed.

Mode of Action

Ilvermectin as a member of the avermectin family kills
certain parasitic roundworms and ectoparasites, such
as mites, fice, hom flies and other insacts. Its action is
unique to the avermectin class of antiparasitic agents.
This action involves a chemical that serves as a signal
from one nerve cell fo another, or from a nerve cell to
a muscle cell. This chemical, a neurotransmitter, is
called gamma-aminobutyric acid or GABA.

in roundworms, ivammectin stimulates the release of
GABA from nerve endings and enhances binding of
GABA to special recéptors at nerve junctions, thus
interrupting nerve impulses — thereby paralyzing and
kifing the parasite. X )

The enhancement of the GABA effact in arthropods
such as mites, lice, and horn flies resembles that in
roundworms except that nerve impulses are
interrupted betwaen the nerve ending and the muscle
cell. Again, this leads to paralysls and death.
Ivermectin'has no measurable effect against flukes or
tapeworms, presumably because they do not have
GABA a5 & nerve Impulse transmitter.

The principal peripheral neurotransmitter in mammals,
acetyicholine, Is unaffected by ivermectin. Ivermectin
does not readily penetrate the central nervous system
of mammals where GABA functions as a
nevrotransmitter.

Safety R

Studies conducied in the U.S.A. have demonstrated
tha safety margin for ivermectin, Based on plasma
levels, the topically applied formulation is expacted to
be at least as well tolerated by breeding animals as is
the subcutaneous formulation which had no effect on
breeding performancs,

1 Liter bottle outsert

(front side)



WARNING: Cattle must not be treated
within 48 days of staughter fot human con-
sumption. Because a withdrawal time in
milk has not been established, do not use In
female dairy cattle of breeding age.

WARNING! NOT FOR USE IN HUMANS.

This product should not be applied to seif or others
because it may be imitating 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 ocgurs,
wash immediately with soap and water. If accidental
aye exposure occurs, flush eyes immediately with
water and seek medical atention.

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

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

PRECAUTIONS

Store away from excessive heat (104°F/40°C) and
protect from light.

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.

12

Cloudiness in the formulation may occur when
{VOMEC?® (lvermectin) Pour-On Is stored at
temperatures below 32°F. Allowing to warm at room
tomperature will restore the nomal appearance without
affecting efficacy.

Antiparasitic activity of ivermectin will be impaired if the
formulation is applied to areas of the skin with

scabs or lesions, or with dermatoses or adherent
materigls, €.9., caked mud or mamure.

ivermectin has been associated with adverse reactions
In sensitive dogs: therefore, IVOMEC Pour-On s not
racommetided for use in spacies other-than cattla.
When to Treat Cattle with Grubs

IVOMEC Pour-On effectively controls all stages of cattle
qgrubs, However, proper iming of treatment is important.
For the most effective results, cattle should be treated
as soon as possible after the end of tha heel fly {(warble
fly) season. While this is not pecufar to ivermectin,
destruction of Hypodama tarvae {cattle grubs) at the
period when these grubs are in vital areas may cause
undesirable host-parasite reactions. Killing Hypoderma
lineatum when it Is In the esophageal tissues may
cause bloat, kifing H. bovis when ft s in the vertebral
canal may cause staggering or . Cattle should
be treated either before or after these stages of gub
development. X

Cattle treated with IVOMEG Pour-On at the end of the
fiy season may be ré-treated with IVOMEC duting the
winter without danger of grub-related reactions. For
further information and advice on a planned parasite
control program, consult your veterinarian.
Environmental Safety

Studies idicate that when ivermectin comes in contact
with the soil, it readily and tightly binds fo the soll and
becomes inactive over time. Free ivermectin may
adversely affact fish or certain water-bome organisms
o which they feed. 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
Impraper disposal of drug containers. Dispose of
containers in an approved landfilf or by incineration.
Package Information
IVOMEC (ivermectin) Pour-On is available in an
8.5 fl 02/250 ml. bottle with a squeeze-measure-pour
system (Product 413094), a 33.8 fl 0z/1 L botile with a
squeeze-measyre-pour system (Product 41310A), or in
an 84,5 fi 02/2.5 L collapsible pack intended for use
with appropriate automatic dosing equipment §
{Product 41311A), and a 169 0z/5 L collapsible pack
(Product 41350A) intended for use with appropriate
automatic dosing equipment.

Contains 5 mg

ivermectin/mL.

Kills:

Roundwarms
(including Brown Stomach Worm}
Lungworms .
Grubs M ARNINTA B LAL
- WARNING! FLAMMABLE!
KEEP AWAY FROM HEAT,
SPARKS, OPEN FLAME, AND -
€ MERCK N TTr—
AgVet Division
Merck & Co., ine.

Rahway, Mew Jarsay 070685-0912, US.A,

U.S. Pat 4,199,569

Copyright © 1990, 1992, 1998 Merck & Co., int.  Mads In U.S.A.
All Rights Reserved. November 1998
Extended Toxt™ INSEAL™ has the following Patent: U.S A 4933043

1 Liter bottle outsert (back side)



1 Liter Carton

Top Label

(no bottom label)

lIvOomec

(ivermectin)

GOF-R!Q: for cattle

Contains 5 mg ivermectin/mL

33.8 fl 0z (1.06 qt) (1 L)

Product 41310A
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control of parasitisn.

INDICATIONS:

ror the treatment and control of gastroint s.’ al roundworms {including
Dd Osterlagia ostertagiy, lungworms, grube, horn ffies, sucking and

Tt o
sarcoptic mange mites in 8.

f\r’serck & Cu

KBJ176
10-2004

1 Liter carton (back panel)
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Ivomec’

(ivermectin

pOU!’-Qﬂ for cattie

¥ Contains 5 mg
ivermectin/miL

Parasiticide

Kills: -
s v

Roundworms gl

(including Brown Stomach Worm)
Lungworms
Grubs
.. Sucking Lice
eeBiting Lice
Mange Mites
Horn Flies

Product 413114 | 84.5 1l oz (2.64 qgt) (2.

»

2.5 Liter container (front panel)

x
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;. Consult your veterinarian for assistance in the diagnosis, treatment and control of parasitism,
INDICATIONS:

For the treatment and controt of gastrointestinal roundworms (including inhibited Ostertagia osteriagi),
lungworms, grubs, horn tiies, sucking and biting lice, and sarcoptic mange mites in cattle,

See package insert for complete indications and use directions.

Recommended Dose: 1 mL per 22 Ib of body weight.

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.

WARNING! NOT FOR USE IN HUMANS,

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.

Keep this and all drugs out of the reach of children.
WARNING! FLAMMABLE!
KEEP AWAY FROM HEAT, SPARKS, OPEN FLAME, AND OTHER SOURCES OF IGNITION.

PRECAUTIONS:
Store away from excessive heat (104°F/40°C) and protect from light.

Use only in well-ventilated areas or outdoors.

Close container tightly when not in use.

. Cattle should not be treated when halr 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 IVOMEC? (ivermectin) Pour-On 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. -

vermectin has been associated with adverse reactions in sensitive dogs; therefore, IVOMEC Pour-On is
not recommended for use in species other than cattle.

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.

U.S. Pat. 4,199,569 Lot No & Exp Date ¥

Made in U.S.A, )

IVOMEC and Cattlie Head Logo are registered trademarks of
Merck & Co., Inc., Whitehouse Station, N.J., U.S.A. : KBJ152
09-2004

T - = T : R R R

2.5 Liter container (back panel)
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Fi.  Consult your veterinarian for assistance in the diagnosis, treatment and control of parasitism.

INDICATIONS:
For the treatment and control of gastrointestinal roundworms (including. inhibited Ostertagia ostertagi),
lungworms, grubs, hom flies, sucking and biting lice, and sarcoptic mange mites in cattle.

i See package insert for complete indications and use directions.

Recommended Dose: 1 mL per 22 Ib of body weight.
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.

WARNING! NOT FOR USE IN HUMANS.,

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

Keep this and all drugs out of the reach of children.
WARNING! FLAMMABLE!
KEEP AWAY FROM HEAT, SPARKS, OPEN FLAME, AND OTHER SOURCES OF IGNITION.

PRECAUTIONS:
Store away from excessive heat (104°F/40°C) and protect from light.

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 [VOMEC® (vermectin) Pour-On 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.

Ivermectin has been associated with adverse reactions in sensitive dogs; therefore, IVOMEC Pour-On is
not recommended for use in species other than cattle.

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. ,

U.S. Pat. 4,199,569 ~ Lot No & Exp Date ¥

Made in U.S.A.

. IVOMEC and Cattle Head Logo are registered trademarks of KBJ152

&% Merck & Co., Inc., Whitehouse Station, N.J., US.A,

i o77s201 - 09~2004

84.5 fl 0z (2.64 gt)(2.5L)

2.5 Liter container (back panel)
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WARNING! FLAMMABLE!
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low-volume application.

PRECAUTIONS:

Store away from excessive heat
(104°F/40°C) and protect contents from
light.

Use only in we ilated areas or out-
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Consult your veterinarian for assistance in the diagnosis, treatment and control of parasitism.

INDICATIONS:
For the treatment and control of gastrointestinal roundworms (including inhibited Ostertagia ostertagz), lungworms, grubs,
horn flies, sucking and biting lice, and sarcoptic mange mites in cattle. s

See package insert for complete indications and use directions. “’
Recommended Dose: 1 mL per 22 Ib of body weight.

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.

. - WARNING! NOT FOR USE IN HUMANS.

This product should not be applied to seif 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.

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

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

PRECAUTIONS:
Store away from excessive heat (104°F/40°C) and protect from light.

Use only in well-ventilated areas or outdoors.
Close container tightly when not in use.

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

e e -

- 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 IVOMEC® (lvermectin) Pour-On is stored at temperatures below 32°F, Ailowmg
to warm at room temperature will restore the normal appearance without affecting efficacy.

Anliparasitic 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.

Ivermectin has been associated with adverse reactions in sensitive dogs; therefore, IVOMEC Pour-On s not recommendegi
for use in species other than catile.

" 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. :
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Consult your vaterinarian for assistance in the diagnosis, freatment and control
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of parasitism,

IMDICATIONS: . e e O

For the trealment ¢ and control of oaszrom estinal roundworms (including

inhibited Ostertagia ostertagi}, lungworms, grubs, horn flies, sucking and bifing
~ lice, and sarcoptic mange mites in catile.

: ~ See package insert for complete indications and use directions.
DOSAGE:
* The dose rate is 1 mL for each 22 ib of body weight. The formulation should be
© “applied along the toplineg in a narrow strip extending from the withers to the
tailhead,
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Connect ihe applicator gun
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Gently prime the applicator gun, checking for leaks.
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