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IVOMEC (ivermectin) Pour-On

1. GENERAL INFORMATION

A. File Number: NADA 140-841
B. Sponsor: Merial Ltd.
3239 Satellite Blvd., Bldg. 500
Duluth, GA 30096-4640
Drug Labeler Code: 050604
C. Established Name: Ivermectin
D. Proprietary Name: IVOMEC (ivermectin) Pour-On for Cattie
E. Dosage Form: Topical solution
F. How Supplied: 250-mL, 1-liter, 2.5-liter, 5-liter, and 20-liter
containers ‘
G. How Dispensed: Over-the-Counter (OTC)
" H. Amount of Active Ingredients: 5 mg ivermectin/mL
I. Route of Administration: Topical application along the topline extending from
the withers to the tailhead
J. Species/Class: Cattle
K. Recommended Dosage: 1 mL for each 22 pound body weight to provide 500
mceg ivermectin/kg body weight
L. Pharmacological Category: Antiparasitic
M. Indications: For the effective treatment and control of these parasites.
Gastrointestinal Roundworms
Ostertagia ostertagi (adults and L)
(including inhibited stage)
Haemonchus placei (adults and L)
Trichostrongylus axei (adults and L)
T. colubriformis (adults and Ly4)
Cooperia oncophora (adults and Ly)
Cooperia punctata (adults and L)
Cooperia surnabada (adults and Ly)
Strongyloides papillosus (adults)
Oesophagostomum radiatum (adults and L)
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

Haematobia irritans

Persistent Activity

IVOMEC Pour-On has been proved to effectively control infections and protects cattle
against reinfection with: Dictyocaulus viviparus and Oesophagostomum radiatum 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
IVOMEC Pour-On controls hom flies (Haematobia irritans) for up to 28 days after
dosing.

n. Effect of Supplement: To add the new persistent activity indications for Dictyocaulus
viviparus for 28 days after treatment, Cooperia-surnabada for
14 days after treatment, and Damalinia bovis for 56 days after
treatment. To extend the persistent activity periods for
Oesophagostomum radiatum from 14 to 28 days after treatment
and Cooperia punctata and Trichostrongylus axei from 14 days
to 21 days after treatment. At this time, the labeling is being
revised to reflect updated environmental information, to
speciate Cooperia spp in the treatment and control section of the
indications, and to add the veal calf warning statement to the
residue information section.
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A. Dose Characterization

Effectiveness studies were presented in the original NADA 140-841 FOI Summary
dated December 7, 1990, establishing the recommended effective dose.of IVOMEC
Pour-On for the treatment and control of internal and external parasites.

Substantial Evidence for Persistent Effectiveness Against Endoparasites

Five pivotal studies were conducted in the United States to evaluate the persistent
activity of IVOMEC Pour-On in preventing infection of treated cattle with third stage
larvae of several species of endoparasites. The studies had similar designs with separate
groups of cattle receiving a daily challenge of third-stage nematode larvae 15, 21, or 28
days following treatment with ivermectin administered in its final formulation at a dose
level of 0.5 mg/kg body weight. The efficacy was determined by comparing the
geometric mean worm counts of the treated groups with those of an untreated control
group for each parasite species present in at least six adequately infected control
animals. P-values were computed for each parasite species using contrasts in a one-way
analysis of variance or unequal-variance t-tests on log-transformed counts. The period
of persistent activity was defined as the time during which the efficacy against a genus
species was = 90%.

For an indication to be granted, a minimum of two studies showing 90% efficacy was
required for each genus species of parasite and at each persistent effect period. The new
indication of persistent effect against Dictyocaulus viviparus for 28 days after treatment
is supported by Trial ASR 15090 and Trial ASR 15095. The new indication for
persistent effect against Cooperia surnabada for 14 days after treatment is supported by
Trial ASR 14553 and Trial ASR 15110. The extension of the persistent effect period for
Oesophagostomum radiatum from 14 days to 28 days is supported by Trial ASR 15110
and Trial ASR 15111. The extension of the persistent effect period for Cooperia
punctata from 14 days to 21 days is supported by Trial ASR 15110 and Trial ASR
15111. The extension of the persistent effect period for Trichostrongylus axei from 14
days to 21 days is supported by Trial ASR 15110 and Trial ASR 15111. The five trials
are individually summarized below.

B.1 Trial ASR 14553

1) Type of Study: Dose confirmation study in cattle with induced infections of
gastrointestinal roundworms.

2) Investigator: Bruce N. Kunkle, D.V.M., M.S., Ph.D.
Merial Limited
Fulton, Missouri

3) General Design:
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. Purpose: To determine the period after treatment during which infections of

gastrointestinal roundworms are controlled.

. Animals: Twenty-eight (28) crossbred female and castrated male calves (7 per

group), approximately 6 months old and weighing 152 to 221 kg at the start of
the study were used. All animals were treated with another anthelmintic during
the acclimation period to eliminate existing infections.

. Treatment Groups: There were 4 treatment groups. One group received

IVOMEC Pour-On. The negative controls received no treatment. Two groups
received medications which were not pertinent to this approval and are not
reported.

. Infection: Infective larvae were given to each animal daily, starting on the day of

treatment, according to the following schedule: Cooperia spp. (1000 per day for
15 days). There were larvae of other genus species given for various lengths of
time that are not pertinent to this approval and are not reported. This study
provided support for the 14-day persistent effect period, even though the larvae
were administered for 15 days.

ivermectin/mL.

. Dosage Form: The dosage form was IVOMEC Pour-On topica17 solution, 5 mg

Route of Administration: Topical.

. Dose: 1 mL/10 kg body weight (500 mcg ivermectin/kg body weight) once.

. Test Duration: 49 to 51 days after treatment. SN

Pertinent Variables Measured: Worm counts were determined at necropsy, 49 to

51 days after treatment, 35 to 37 days after the last Cooperia spp. larvae were

administered.

4) Results: There was an adequate level of infection in at least 6 control animals for 3
species of Cooperia. Efficacy is summarized in Table 2.1:

Table 2.1 Trial ASR 14553 - Percent Efficacy IVOMEC Pour-On 15-day Persistent

Effect Period \
Geometric Geometric - | % Efficacy of
Nematode Species Mean in Mean in IVOMEC
Controls Treated Pour-On
Cooperia oncophora 2233 0.5 99.8
Cooperia punctata 2949.8 0.5 99.9
Cooperia surnabada 154.2 0.5 99.6
NADA 140-841 Page 4
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5) Adverse Reactions: Some animals had loose stools during the trial and one animal
vomited. These problems were not believed to be related to the experlmental
freatments.

B.2 Trial ASR 15090

1) Type of Study: Dose confirmation study in cattle with induced infections of
lungworms.

2) Investigator: Edward G. Johnson, D.V.M.

Johnson Research
Parma, Idaho

3) General Design:

a.

Purpose: To determine the period after treatment during which infections of
lungworms are controlled.

Animals: Forty (40) Holstein intact male calves (10 per group), no more than 8
months old and weighing 183 to 278 kg at the start of the study were used.
Animals were free of patent infections at the time of treatment.

Treatment Groups: There were 4 treatment groups. Two groups received
IVOMEC Pour-On. Two groups were negative controls that received the vehicle
for IVOMEC Pour-On topically at 1 mL/10 kg body weight.

Infection: Infective larvae were given to each animal daily, starting on the day
after treatment, according to the following schedule: Dictyocaulus viviparus (50
per day for 21 or 28 days). There was a separate control and treated group for
each time period.

Dosage Form: The dosage form was IVOMEC Pour-On topical solution, 5 mg
ivermectin/mL.

Route of Administration: Topical.

Dose: 1 mL/10 kg body weight (500 mcg ivermectin/kg body wi:-,ight) once.
Test Duration: 42 or 49 days after treatment. |

Pertinent Variables Measured: Worm counts were determined at necropsy, 42
days after treatment for the 21 day period or 49 days after treatment for the 28

day period, 21 days after the last Dictyocaulus viviparus larvae. were
administered for each group.

4) Results: There was an adequate level of infection in at least 6 control animals for
both time periods. Efficacy is summarized in Table 2.2:

NADA 140-841
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Table 2.2 Trial ASR 15090 - Percent Efficacy IVOMEC Pour-On Against

Dictyocaulus viviparus

Geometric Geometric | % Efficacy of
Persistent Effect Period Mean in Mean in IVOMEC
Controls Treated Pour-On
21 days 34.5 0 100
28 days 23.3 0.1 99.4

5) Adverse Reactions: An injured left hind leg, pinkeye, elevated temperature, dyspnea,
and bloat were observed in some animals during the trial. These health problems
were not believed to be related to the experimental treatments.

B.3 Trial ASR 15095

1) Type of Study: Dose confirmation study in cattle with induced infections of
lungworms.

2) Investigator: Bruce N. Kunkle, D.V.M., M.S., Ph.D.

Merial Limited
Fulton, Missouri

3) General Design:

a.

Purpose: To determine the period after treatment during which infections of
lungworms are controlled.

Animals: Twenty (20) Holstein castrated male calves (10 per group),
approximately 5 to 10 months old and weighing 195 to 304 kg at the start of the
study were used. Animals were free of patent infections at the time of treatment.

Treatment Groups: There were 2 treatment groups. One group received
IVOMEC Pour-On and the other group was a negative control that received the
vehicle for IVOMEC Pour-On topically at 1 mL/10 kg body weight.

Infection: Infective larvae were given to each animal daily, starting on the day of
treatment, according to the following schedule: Dictyocaulus viviparus (100 per
day for 28 days).

Dosage Form: The dosage form was IVOMEC Pour-On topical solution, 5 mg
ivermectin/mL.

Route of Administration: Topical.
Dose: 1 mL/10 kg body weight (500 mcg ivermectin/kg body weight) once.

Test Duration: 9 days afier treatment.

NADA 140-841
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1.

Pertinent Variables Measured: Worm counts were determined at necropsy, 49
days after treatment, 21 days after the last Dictyocaulus viviparus larvae were
administered.

4) Results: There was an adequate level of infection in 9 of the control animals.
Efficacy is summarized in Table 2.3:

Table 2.3 Trial ASR 15095 - Percent Efficacy IVOMEC Pour-On Against
Dictyocaulus viviparus

Geometric Geometric | % Efficacy of
Persistent Effect Period Mean in Mean in IVOMEC
Controls Treated - Pour-On
28 days 15.7 0 : 100

5) Adverse Reactions: Inappetence, loose stool, depression, and a watering right eye
were observed in some animals during the trial. These health problems were bit
believed to be related to the experimental treatments.

- B.4 Trial ASR 15110

1) Type of Study: Dose confirmation study in cattle with induced infections of
gastrointestinal roundwormes.

2) Investigator: Edward G. Johnson, D.V.M.

Johnson Research
Parma, Idaho

3) General Design:

a.

Purpose: To determine the period after treatment during which infections of
gastrointestinal roundworms are controlled.

Animals: Thirty (30) Holstein male calves (10 per group), approximately 4 to12
months old and weighing 130 to 186 kg at the start of the study were used.
Animals were clear of patent infections at the time of treatment.

Treatment Groups: There were 3 treatment groups. One group received
IVOMEC Pour-On. The negative controls received no treatment. One group
received a medication which is not pertinent to this approval and is not reported.

Infection: Infective larvae were given to each animal daily, starting on the day of
treatment, according to the following schedule: Cooperia oncophora & punctata

(1000 per day for 21 days), Trichostrongylus axei (500 per day for 21 days), and

Oesophagostomum radiatum (100 per day for 28 days). There were larvae of

NADA 140-841
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e. Dosage Form: The dosage form was IVOMEC Pour-On topical solution, 5 mg
ivermectin/mL.

g. Route of Administration: Topical.

g. Dose: 1 mL/10 kg body weight (500 mcg ivermectin/kg body weight) once.

h. Test Duration: 49 days after treatment.

1. Pertinent Variables Measured: Worm counts were determined at necropsy, 49
days after treatment, 28 days after the last Cooperia spp. and T. axei larvae and
21 days after the last O. radiatum larvae were administered.

4) Results: There was an adequate level of infection in at least 6 control animals for C.
punctata, C. surnabada, T. axei, and O. radiatum. Efficacy is summarlzed in Table

2.4:

Table 2.4 Trial ASR 15110 - Percent Efficacy IVOMEC Pour-On 21-day or 28-day
ersistent effect periods

Nematode Persistent Geometric Geometric % Efficacy of

Species Effect Mean in Meanin | IVOMEC Pour-
Period Controls Treated On

C. punctata 21 1470.7 27.0 98.2

C. surnabada 21 258.7 15.0 ( 94.2

T. axei 21 588.7 29.1 - 95.1

O. radiatum 28 278.8 18.0 93.4

5) Adverse Reactions: One animal was found to have subacute pneumonia at necropsy.
This health problem was not believed to be related to the experimental treatments.

B.5 Trial ASR 15111

1) Type of Study: Dose.confirmation study in cattle with induced- infections of
gastrointestinal roundworms.

2) Investigator: Bruce N. Kunkle, D.V.M., M.S., Ph.D.
Merial Limited
Fulton, Missouri

3) General Design:

a. Purpose: To determine the period after treatment during which infections of
gastrointestinal roundworms are controlled.

NADA 140-841 ( Page 8
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Animals: Thirty (30) Holstein heifer calves (10 per group), approximately 5 to 6
months old and weighing 165 to 268 kg at the start of the study were used.

Animals were free of patent infections at the time of infection. -

Treatment Groups: There were 3 treatment groups. One group received
IVOMEC Pour-On. The negative controls received no treatment. One group
received a medication which was not pertinent to this approval and is not

reported.

Infection: Infective larvae were given to each animal daily, starting on the day of
treatment, according to the following schedule: Cooperia punctata (1000 per day

for 21 days), Trichostrongylus axei (500 per day for 21 days), and

Oesophagostomum radiatum (100 per day for 28 days). There were larvae of
other genus species given for various lengths of time that were not pertinent to

this approval and are not reported.

Dosage Form: The dosage form was IVOMEC Pour-On topical solution, 5 mg

ivermectin/mL.

Route of Administration: Topical.

Dose: 1 m1/10 kg body weight (500 mcg ivermectin/kg body Weight) once.

Test Duration: 49 or 50 days afier treatment.

Pertinent Variables Measured: Worm counts were determined at necropsy, 49 or
50 days after treatment, 28 or 29 days after the last Cooperia spp. and T. axei
larvae and 21 days after the last O. radiatum larvae were administered.

4) Results: There was an adequate level of infection in at least 6 control animals for C.
punctata, T. axei, and O. radiatum. Efficacy is summarized in Table 2.5:

Table 2.5 Trial ASR 15111 - Percent Efficacy IVOMEC Pour-On 21-day or 28-day

ersistent effect periods
Persistent Geometric Geometric % Efficacy of
Nematode Species Effect Mean in Mean in IVOMEC Pour-On
Period Controls Treated
C. punctata 21 2917.8 1.8 99.9
T. axei \ 21 2122.8 1.5 99.9
O. radiatum 28 174.2 1.7 99.0

5) Adverse Reactions: Soft stool, bloody stool, abdominal swelling, nasal discharge,
depressed appetite, and elevated temperature were observed in three nonmedicated
control animals during the trial, These health problems were not believed to be

related to the experimental treatments.

NADA 140-841

Page 9




IVOMEC (ivermectin) Pour-On

C. Substantial Evidence for Persistent Effectiveness Against Damalinia bovis

Two pivotal studies were conducted in the United States to evaluate the persistent
activity of IVOMEC Pour-On in preventing infestation of treated cattle with Damalinia
bovis. The studies had similar designs with separate groups of lice-free cattle being
exposed to infested cattle for either 42 to 49 days after treatment or 49 to 56 days after
treatment with ivermectin administered in its final formulation at a dose level of 0.5
mg/kg body weight. The efficacy was determined by comparing the geometric mean
lice counts of the treated groups with those of an untreated control group on two
separate count days post introduction of infested cattle. An adequate level of infestation
had to be present in at least six infested control animals in order for the:study to be
acceptable. Lice counts were transformed to the natural logarithm (count + 1) for
calculation of the geometric means. Treated and control groups were compared at each
post-treatment time point using Wilcoxon’s rank sum test. The period of persistent
activity was defined as the time during which the efficacy against lice was demonstrated
to be = 90%.

For an indication to be granted, a minimum of two studies showing 90% efficacy was
required at each persistent effect period. The new indication of persistent effect against
Damalinia bovis for 56 days after treatment is supported by Trial Number PR&D
0045401 and Trial Number PR&D 0045402. The two trials are individually
summarized below. ’

C.1 Trial Number PR&D 0045401

1) Type of Study: Dose confirmation study in cattle with natural infestations of lice.
2) Investigator: K.E. Stemner, B.S., D.V.M. )

Sterner Veterinary Clinic

Ionia, Missouri

3) General Design:

a. Purpose: To evaluate the persistence of effect of topically administered
ivermectin at 500 mcg/kg body weight to prevent the establishment of lice
(Damalinia bovis) by natural transfer.

b. Animals: Thirty (30) louse-free female Holstein calves, approximately 6 months
old and weighing 119 to 244 kg on Day -1 were used as principle animals.
Thirty (30) female and male castrate Holstein or Holstein crossbred calves,
weighing 124 to 243 kg on Day 48 were used as donor animals. To ensure the
principle animals were free of lice, they were treated topically with Vapona spray
on Days -19 and -5 according to the manufacturer’s recommendations and were
free of lice as confirmed by a pretreatment examination on Day 0.

NADA 140-841 Page 10
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c. Treatment Groups: There were 3 treatment groups. Two groups received
IVOMEC Pour-On, one on Day 0 and the other on Day 7. The negative control
group received a placebo vehicle that resembled the appearance of the test drug.

d. Infestation: Each principal animal was naturally infested by exposure to donor
cattle shown to have infestations of Damalinia bovis. Beginning on Day 49,

each principal animal was exposed to one donor animal for 7 days. Following
exposure, donor animals were removed on Day 56.

e. Dosage Form: The dosage form was IVOMEC Pour-On topical solution, 5 mg
ivermectin/mL.

i. Route of Administration: Topical.

g. Dose: 1 mL/10 kg body weight (500 mcg ivermectin/kg body weight) once.

h. Test Duration: 84 days after treatment.

1. Pertinent Variables Measured: Lice counts were conducted on principal animals
on Days 70 and 84 to ensure sufficient time for any lice successfully transferred
to become established. These counts at each time point were calculated for each

animal by summing the counts from 12 predilection sites.

4) Results: There was an adequate level of infestation in at least 6 control animals for
Damalinia bovis. Efficacy is summarized in Table 2.6:

Table 2.6 Trial Number PR&D 0045401 - Percent Efficacy TVOMEC Pour-On

Against Damalinia bovis .
Geometric | Geometric | % Efficacy | P-value®
Challenge Count | Meanin Meanin | of IVOMEC,
Period’ Day Controls Treated Pour-On
42 to 49 days 70 23.0 0.0 100 <0.0001
42 to 49 days 84 444 0.0 100 <0.0001
49 to 56 days 70 23.0 0.0 100 <0.0001
49 to 56 days 84 44.4 0.0 100 <0.0001

Days after treatment that principal animals were exposed to donor animals. Cattle treated on Day 0
were challenged 49 to 56 days after treatment and cattle treated on Day 7 were challenged on 42 to 49
days after treatment.

*The p-value represents the exact probability of a statistical difference between the treatment group
and the control group using the Wilcoxin rank sum test in SAS.

5) Adverse Reactions: No treatment related health problems were observed.
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C.2 Trial Number PR&D 0045402

1) Type of Study: Dose confirmation study in cattle with natural infestations of lice.

2) Investigator: J.E. Holste, D.V.M.

Merial Limited
Fulton, Missouri

3) General Design:

a.

Purpose: To evaluate the persistence of effect of topically administered
ivermectin at 500 mcg/kg body weight to prevent the establishment of lice
(Damalinia bovis) by natural transfer.

Animals: Thirty (30) louse-free female Holstein calves, approximately 6 months
old and weighing 173 to 224 kg on Day -1 were used as principle animals.
Thirty (30) female and male intact and castrate Holstein or Holstein crossbred
calves, weighing 91 to 257 kg on Day 48 were used as donor anjmals. To ensure
the principal animals were free of lice, they were treated topically with Vapona
spray on Days -19 and -5 according to the manufacturer’s recommendations and
were free of lice as confirmed by a pretreatment examination on Day 0.

Treatment Groups: There were 3 treatment groups. Two groups received
IVOMEC Pour-On, one on Day 0 and the other on Day 7. The negative control
group received a placebo vehicle that resembled the appearance of the test drug
on Day 7.

Infestation: Each principal animal was naturally infested by exposure to donor
cattle shown to have infestations of Damalinia bovis. Beginning on Day 49,
each principal animal was exposed to one donor animal for 7 days. Following
exposure, donor animals were removed on Day 56. Counts were conducted on
principal animals on Days 70 and 84 to ensure sufficient time for any lice
successfully transferred to become established.

Dosage Form: The dosage form was IVOMEC Pour-On topical solution, 5 mg
ivermectin/mL.

Route of Administration: Topical.

Dose: 1 mL/10 kg body weight (500 mcg ivermectin/kg body weight) once.
Test Duration: 84 days after treatment.

Pertinent Variables Measured: Lice counts conducted on principal animals on

Days 70 and 84 were calculated for each animal by summing the counts from 12
predilection sites.
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4) Results: There was an adequate level of infestation of Damalinia bovis in at least 6

control animals on both count days. Efficacy is summarized in Table 2.7:

Table 2.7 Trial Number PR&D 0045402 - Percent Efficacy IVOMEC Pour-On
Against Damalinia bovis

‘Geometric | Geometric | % Efficacy | P-value”
Challenge Count | Meanin Meanin | of IVOMEC:
Period’ Day Controls Treated Pour-On
42 to 49 days 70 133.7 0.0 100 <0.0001
42 to 49 days 84 139.1 0.0 100 <0.0001
49 to 56 days 70 133.7 0.0 100 <0.0001
49 to 56 days 84 139.1 0.0 100 <0.0001

'Days after treatment that principal animals were exposed to donor animals. Cattle treated on Day 0
were challenged 49 to 56 days after treatment and cattle treated on Day 7 were challenged on 42 to 49
days after treatment.

*The p-value represents the exact probability of a statistical difference between the treatment group
and the control group using the Wilcoxin rank sum test in SAS.

5) Adverse Reactions: No treatment related health problems were observed.
3. TARGET ANIMAL SAFETY

No further target animal safety data were required from the original approval as discussed in
the parent NADA 140-841 FOI Summary dated December 4, 1990.

4. HUMAN SAFETY

No further human food safety data were required from the original approval as discussed in
the parent NADA 140-841 FOI summary dated December 4, 1990 and in the supplement to
NADA 128-409 FOI summary (IVOMEC Injection for Cattle) dated September 12, 1994,
There is a 48-day withdrawal period for slaughter, a withdrawal period for milk has not been
established, and a withdrawal period has not been established for pre-ruminating calves.

5. AGENCY CONCLUSIONS

The data submitted in support of this supplemental NADA satisfy the requirements of
section 512 of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the
implementing regulations. The data demonstrate that IVOMEC (ivermectin) Pour-On for
Cattle when administered once at 500 mcg/kg body weight is safe and effective for the
addition of the following new persistent effect indications: Dictyocaulus viviparus for 28
days, Cooperia surnabada for 14 days, and Damalinia bovis for 56 days. Also, the
persistent effect periods are extended for the following: Oesophagostomum radiatum from
14 to 28 days and Cooperia punctata and Trichostrongylus axei from 14 days to 21 days.
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The following has been added to the residue information section of the labeling, “A
withdrawal period has not been established for this product in pre-ruminating calves. Do
not use in calves to be processed for veal.”

The Agency has concluded that this product retain over-the-counter marketing status
because adequate directions for use have been written for the layperson and the conditions
of use prescribed on the label are likely to be followed in practice.

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

Under Section 512(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act, this
approval qualifies for THREE years of marketing exclusivity beginning on the date
of approval. The three years of marketing exclusivity applies only to the new
persistent effect indications and the extension of 3 already approved persistent effect
indications listed above. ‘
No patent information was submitted with this application.

6. ATTACHMENTS
Facsimile Labeling is attached as indicated below:
A. 250 mL — Leaflet front (Page 1 and 2), label front, carton
B. 1L - Leaflet, front and base, carton
C. 2.5 and 5 L — Label front and back, carton
D. 20 L - label front and back, outsert front and back (page 1 and 2)

E. Package insert for all container sizes
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OF ACTION
tvarmectin h a mmbor of the macrocylic factons class of
endectocides which unique mode of action, o

namw mdwih 1o gitamate-gated
oocue i mmmm

thmmhum«nmmb
m% manmc«"mm’
dlase may plac interact wih mwgm such
nngwwxhe

(GABA).
mmdmumdmdmhnm:m
wmmmmmwmmm
mchyeﬂchdonn have & low affialty for other mammatian
tad chioride channels and they do nol readily cross the

i

-

INDICATIONS
IVOMEC Pour-On applied at the recommended dose javel
is indicated for the etiacive mmm and control of

Ostertagia ostortogl {aduts and L)
(ihclisding infdbltad stage) b
Trichoatrangylus axel mﬁw
T, coksbriformis aduhs and L)
mawh" i
Cooperia punciata mm"‘g
Cooperia sumabada ladvits and

2 radiatum N (adults and
e | (e
Diotyocsulizs viviparus {adults and L.}
CattleGeubs (parasitic stages)

bovis
fnoatom
Wites '
S::ogmmbfdw.m .
Linopriathus vivk oo
Damalivia bovis !
Solenapotes capiiatus !
Hoin Flles
Haematobia imtans .
Persistont Activity i

Pour-On hes besn effectively oontrl infections
and tq protect cattis from re-nfection with:

and Dictyocatius viviparus "
mm;ﬂ TW for 21 days afler
Wﬂmmuudmmumm

hartof CatteforomPlles

drols hom Ses (Hasmatobia imtars) for W o

Squesze-Messure-Pour System
8.5 02/250 ummamtmmcm)
totis. *

© Kenchha Tetering cip 0 e

Snl lha dm by mmtmho top 'uctlon o(lht cup to auqn
bow pm on the knurled cap. When
bow weight is botween markings, usel the higher setting.

By refeasing the , the doss aulomatically adjusts
t the correct fevel. Tilt the bottls to deliver the dose. The
off {STOP) poe¥ion wil close the systarm betwsen dosing.

Squeaze-Mossurs-Pour System

{338 oz/1 Liter Bottle with 50.mL Mmdng Cup)

Attach the metaring cup Yo the bottls,

Set'the dose by Iumll‘\#hc top section of the cup to align
the correct body weight with the pointer When

on the knured cap.
Vet ot vt sttt o it s O
e e o
By ¢ ing the th. dou utomatioalt ld uats
T S
belftes:delivering the dose. The off (STOP) will cloee the
systom betweer: dosing. 1 posten

. s i emd &

WARNING

NOT FOR IN HUMANS,
Keepmlstndwmugtomofmmnchofchmm
The Materlal Safely Data Sheet (MSDS) contains more detaited
occupational safg otﬂdormaﬂon 0 report advarsa effects, obtain an

MSOs orbrm contact Meral at 1-888-837-4251,
RANING! FLAMMABLE!
KEEP AWAY FROM HEA SPARKS, OPEN FLAME,
AND OTHER SOURCES OF IGNITION,

This Mmboappﬁodbulorohabmuuumy
be 1o human siin and eyes and absorbad through the skin,

o minimizo accidental skin contact, the user should wear &
long-siseved shirt and subber gloves. if accidentai skin contact
occurs, wash immediately with soap and water. if accidental eve
axposure occurs, fiush eyes immediately with water and seek
medical attention. .

1

AESIDUE INFORMATION: Cattle must not be treated
within 48 days of siaughter for human

Becauss a withdrawal time in milk has not been
established, do not use in female dairy cattle of

bresding age. A withdrawal period has not been
hed for this in presruminating calves. Do
ot ese I calves topepmoauedlorvn!.

PRECAUT!ONS .
Store away from emssln heat (104*F/40°C) and protect
from light.

{Usa only in well-ventfated areas or xdoors.

Close coniainer tightly when not in use.

Cattle should not be treatdd when hair or hide is wet since reduced
efficacy may be e:

Do not dse when raln is expected o wet cattls within six hours
after irgalmant, ’

mmummﬁp’ to skin surface only, Do not give grally o
parenieondy.

Cloudinass in the formulation may oacur when IVOMEGC Pour-On is
stored at temp below 32°F. Allowing to warm at room

tsmpmm will restors thie normal appedrance without afecting

mnc ermectin wit be Impaired ¥ the formulation s
mofﬂnddnwhhmmmbsorlu&m.mmm
dermatosas or adherent materials, 0.9, caked mud or manure,
mmmmmmhm
dogs; thareloes, IVOMEC Pour-On is not recommended for use in
pecias other thaz cattla,
NOME‘?:W& sﬂmvdym\tmb il stages of cattle
our- o $ of ca s,
m.m s important, gxh&m&u&a

Cattis traated with IVOMEC Pour-On af the and of the fly season
be re-!roaled with IVOMEG during the winter without danger of
grubrretated rmactions. For further information and advics

on a planned
mmmwwm
Enviconmentat Safety
mmmzmmmmmmmmmu

readiy and tightly binds Igv sof and becomes inactive over time.
Free ivermactin may adversely affact fish and cortain aquatic

As with offier avermecting, vermectin is axcretad in the dung of treated
animals and can inhibit the reproduction and growth of pest and
beneficlat ln;::ls that ua:‘:‘ung asa dsource of food and for

effects
and We-cycle specific. When used bbddfeubm“
pfodluhluupedsdbhmm onpoputamd
dung-dependent insects.

HOW SUPPLIED
IVOMEC Pour-On ks avadabie In an 8.5 # 2/250 mi. botte or 338 A o/t L
bottle with & squesze-measure-potr system, or In an 8458 0225 L or
wswstwmm.«mawaotmwu

IVOMEC and Cattle Héad Logo are registerad trademarks
of Morlal Uinlted. -

Merlal Limited, a company fimfted by shares registersd In England and
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Front Label
Final Label size 33/4"x 2 1/2"
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(ivermectin)
POUF=ON ror cattio
Contains § mg
ivermectin/mL.
Parasiticide
Kills:
Roundworms
(including
Brown Stomach Worm)

Tl WARNING! FLAMMABLE!
Sucking Lice KEEP AWAY FROM HEAT,
Biting Lice SPARKS, OPEN FLAME, AND
Mange Mites OTHER SOURCES OF IGNITION,
Horn Flies WARNING

NOT FOR USE IN HUMANS.
8.5 11 oz (250 mL) mt':a"&y‘m‘ﬂ%k
Rev. 04-2003 3239 SMO M m
1060-1446-00 womiiorme AN
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Barcode Pru 4 0 UPC-A
Symbol Wioth 2 45

Placed Magnitication 100%
Bar x-Dimension 025
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Height 1°
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Contains 5 mg ivermectin/mi
Parasiticide
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Grubs

4

Lot No.
Exp Date

lvomec
(ivermectin)
POUr-on i, care

Cantains 5 mg
ivermectin/mlb

Parasiticide__

Stomach Worm)
Lungworms

Sucking Lice
Biting Licz
Mange Mies
Horn Flies

1063-1450-0F

3 1/2" S

WARNING! FLAMM/
KEEP AWAY FROM HEAT,

SPARKS, OPEN FLAME, AND
OTHER SOURGES OF KGNITION.
ARNING
NOT FOR USE (N HUMANS,

- Leaflet Base 2 1/2” ~—-——>{

-

A

= 2 5/16"

wel lolerated by breeding animals as is the subcutare
formuiation which had no effect on breeding performan
WARNING
NOT FOR USE IN HUMANS.

Keepmosandaudfugsoutolmereadmtdﬁldren.
The Material Salety Dala Sheet {MSDS) contains 1
détailed occupational safety information. To report adv
effects, oblain an MSOS or for assistance, contact Mer:
1:888-637-4251.

WARNING! FLAMMABLE!
"KEEP AWAY FROM HEAT, SPARKS, OPEN FLAM
. AND OTHER SOURGES OF IGNITION

Thsproduc\smmdnotbeapphedtoselloroﬁ‘
Mseumaybenmaungmmmnsmameyes
absorbed through the siin. To minimize accidental -
contact, the user should wear g long-sleeved shirt -
nbbergioves if accidental skin contact ocours, w-

ewemﬁmhwesmwmwater:
altention.

be treated within 48

n«mmmﬁmum
PRECAUTIONS

Store away irom excessive heat (104°F140°C) 2
protect from Kght.

Use only in well-ventilated areas or outdoors.
Ct@sem‘mhg\ﬂy‘ when not in use.
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Came should not be trealed when halr or hide is wet since
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Do not use when rain is expecled 1o 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 [VOMECS
{ivermectin) Pour-On is stored at temperatures below 32°F,

5

2 3/8"

i

Environmental Safety
Studies indicate that when ivermectin comes in contact with
sofl it readily and tightly binds 1o the soil and becomes
inactive over time. Free ivermectin may adversely affect fish
and certain aquatic ansrnsDonot cattle to enter
lakes, streams or for at leas! six hours after treatment.

Do not contaminate water by direct appucalron or by -
containers

improper disposal ol containers. Dispose of

ivomec®

{ivermectin)
Pour'on for cattic

Contains 5 mg
ivermectin/mbL

Parasiticide

WARNING! FLAMMABLE!
KEEP AWAY FROM HEAT,
SPARKS! OPEN FLAME, AND
OTHER SGURCES OF IGNITION,
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reactions. Hypodemma lineatun when it is in the 3239 Setoke Bhd. 1000 aro regisarnd imied.
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grub developrent. Wales { 751)W)alagislamd
Cattle treated with IVOMEC Pour-On at the end of the fiy m’%’mﬂmmwmm
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Roundworms

(including Brown Stomach Worm)
Lungworms

Grubs

Sucking Lice

Biting Lice

Sfloz(264qt) (251
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Consult your veterinarian for assistance in the diagnosis, treatment and controf 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.
Recommended Dose: 1 mL per 22 Ib of body weight.
WARNING

NOT FOR USE IN HUMANS,
Keep this and all drugs out of the reach of children.

The Material Safeh}ly Data Sheet (MSDS) contains more detalled occupational safety information. To report adverse
effects, obtain an MSDS or for assistance, contact Merial at 1-888-637-4251.

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 ocours, wash immediately with soap and water. If accidental sye exposure occurs, flush eyes
immediately with water and seek medical attention. - ;

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 catie of breeding
age. A withdrawal period has not been established for this product in pre-tuminating calves. Do not use in
calves to be processed for veal.

6 1/4" PRECAUTIONS \
| Store away from excessive heat {104°Ff40°C) and protect from light.
Usa only in well-ventilated areas or outdoors.
Close container tightfy when not in uss.
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 appilication 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 warrh at room temperature will restore the appearance without affecting efficacy.

Antlparasitic activity of ivermectin will be impaired if the formulation is applied to areas of the skin with marige scabs or
lgsions, or with dermatoses or adherent materials, o.g., caked mud or manurs, s

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

Do not contaminate water by direct application o by the improper disposal of LotNo & ExpDate ¥
containers. Dispose of containers in an approved l&?\ydﬂll or by incineration. g

-

U.S. Pat. 4,199,569 L
Made in U.S.A. Unvarnished Area
IVOMEC and Cattle Head Logo are registered tradamarks of Merial Limited. 1-1/2°W x 1"H
L84.5 fl 0z (2.64 qt) (2.5 L) horirovod
Y J
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bOUf-Oh for c;tie

Contains 5 mg ivermectin/mL
Parasiticide

Kills: Roundworms (including Brown Stomach Vuorm}
Lungworms, Grubs, Sucking Lice, Biting Lice,
Mange Mites, Hom Flies

Contains 100-550 Ib Doses
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Consult yoor veterinarian for assistance in the diagnosis, treatment and

contrel of parasitism,

INDICATIONS

For the trentment and control of gastroiniesting! soundy. cnﬂ
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See package insert for complete nidicatons and u
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Contains 5 mg ivermectin/mi
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INDICATIONS

.PRECAUTIONS

efficacy.

U.S. Pal. 4,199,569
Made in US.A.

| 169l 0z (5 L)

WARNING
NOT FOR USE IN HUMANS,

WARNING! FLAMMABLE!

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 traated when hair or hide is wet since reduced efficacy may be experienced.
! Do not use when raln is expected to wet cattie 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 Wm
below 32°F. Allowing to wamm at room temperaiure will restors the normal appearance affacting

{VOMEC and Cattie Head Logo are registered trademarks of Merial Limited,

Rov,
1020145400

Consulit your veterinarian for assistance in the dlagnosis, treatment and control of parasitism.

i For the treatment and control of gastrointestinal roundworms {including inhlbited Ostertagia ostertagy),
tungworms, grubs, hom flies, sucking and biting lice, and sarcoptic mange mites in cattle:

Ses package insert for complete indications and use directions.
Recommended Dose: 1 mL per 22 ib of body weight.

Keep this and all drugs out of the reach of children.
The Material Safely Data Sheet {MSDS) contains more detailad occup

cupational safety information. To report
adverse effects, obtain an MSDS or for assistance, contact Merial at 1-888-637-4251.

KEEP AWAY FROM HEAT, SPARKS, OPEN FLAME, AND OTHER SOURCES OF IGNITION,
This product should not be applied 10 self or others because it may be initating 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 gioves. If accidental skin contact occurs, wash immediately with soap and waler. If
. accidental eys exposure oceurs, flush eyes immediately with water and seek medical attention.

 RESIDUE INFORMATION: Cattle must not be treated within 48 days of slaughfer for human
-consumption. Bécause a withdrawal time in milk has not been established, do n
" dalry caitle of bréeding age. A withdrawal period has ot been established for this product in
pre-niminating calves. Do not use in calves to be processed for veal.

, do not use in female

Antiparasitic aclivity 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 senstiive dogs; tharefore, VOMEC Pour-On is
not recommended for usa in species other than cattle.

Do not contaminate water by direct appfication or by the im disposal
contalners in an approved igyndﬁll or;%nidneratlomby 1o Hmpropet

of drug containers. Dispose of
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Contains 5 mg ivermectin/mi

Parasiticide
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Contains § mg ivermectin/miL

Parasiticide

20L 6678 i JZ}

Kills: Roundworms (including
Lungworms, Grubs, Sucking Lice,
Mange Mites, Horn Flies
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Brown Stomach Worm),
giting Lics,

NADA 140-847, Approved by the FDA
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Product H41364A (US)

eome«
(ivermectin)

pﬁ“f'ﬁi‘l for cattle

Consult your veterinarian for assistance in the diagnosls, treatment and control
of parasitism.
INDICATIONS
For the treatment and control of gastrointestinal roundworms (including inhibited

Ostemglaodemg)hmwomsgnbshommes.sudmgandbﬂmuoe and

sarceplic mange mites

Seepaclagahsenforcompletemmonsandusedwedm.

DOSAGE

The dose rate Is 1 mb for each 22 Ib of body weight. The formulation should be
applied atong the fopline in & narow stiip extending from the withers to the taithead.
ADMINISTRATION

Use dosing equipment (applicalor, draw-off tubing, cap with stem) compatible with
IVOMEC® (vermectin} Pour-On. Other dosing equipment may be incompatible,
resufting In locking, incommect dosage and leakage. Follow the dosing equipment
manufacturar's directions for adjusting the dose and proper uss and maintenance of
the dosing equipment. Connect the dosing applicator and the draw-off tubing to the
container as follows:

Altach the,open end of the draw-off tubing fo an appropriate dosing applicator. Attach
draw-off tubing to the cap with the slem. Replaceﬂaesﬁpphgeepvmhmeephamg
the draw-off tubing. Gently prime the dosing applicator, checking for leaks.

When the interval betwaen uses of the applicator gun is expected to exceed
12 hours, disconnect the gun, draw-off tubing and cap with stem from the
product container, empty the product from the gun and tubing back into the
product container and replace the shipping cap.

ANIMAL SAFETY

Studies conducted in the U.S.A. have demonstrated the safety
Basedmph&mbvels.he(opicaﬂyapphdiemﬂatbnisaxpededbbeaﬂeast
as well tolerated ybmedmmimalsas the subcutaneous farmulation which had

no effect on breeding

NOTFOR USEIN HUMANS.
Keep this and ail drugs out of the reach of chiidren.

The Materfal Safety Data Sheet (MSDS) containg more detsiled occupational
salety Information.-To report adverse effacts, obtaln an MSDS or for assistance,
contact Merlal at 1-888-637-4251.

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

Wd dmﬁmapprowdla:ydﬁ%‘e onby incineration. o
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This product should not be applied to self or others it may be initating to
human skin and eyes and absorbed through the skin. To minimize accidenta! skin
conlact, the user should wear a long-sleeved shirt and rubber gloves. If accidental
skin contact occurs, wash immediately with soap and water. i accidental eye
emowmw&ﬁshwesﬁmdm&ﬁhwam“seekmediwamnﬁm

RESIDUE INFORMATION: cmemstnotbotmatedvdlhinwdaysov
damertuhmwmnmaeeaweawuwmwalﬁmnmm

has Nk been estabiished, do noi use in female daity calie of breeding

age. A withdrawal period has not been established for this product in
pte-mhmedvesoonuwenahes!obepmcemlorveal

PRECAUTIONS

Stors away from excessive heat (104°F/40°C) andprotectfrom fight.

Use only in well-veniialed areas or outdoors.

Close container tightty whennot in use.
CamasmﬂdnotbewmhakmmdelswetskmmdtheQﬁcacymaybe
axperienced.
Donowsevdmrainlsemectedtowewawewnrmslthaﬂerlreamm

This product is for application to sidn surface only. Donotgweorauyorparentefauy
O o
normal appearance without affecting efficacy.

Antiparasitc aclivity of iveanectin wil be impaired # the,fomwulation is applied to

masdﬂwﬁmwﬂ:wseabscrlesims.ormmdennatosesoradhemm
materials, e.9., cakad mud of manure,

vermeciin has been sssociaied with adverse reactions in:sensitive dogs; therefore,
NOMEGPowOnistﬁtmmdedbrusehspeuesmrﬂwnmle
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(ivermectin)
pﬂur"on for cattle

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

INTRODUCTION

IVOMEC (ivermectin) Pour-On delivers intemal and
extemal parasite control in one convenient low-volume
application. Discovered and developed by scientists
from Merck Research Laboratories, IVOMEC Pour-On
contains ivermectin, a unique chemical entity.

MODE OF ACTION

Ivermectin is a member of the macrocyiic lactone class
of endectocides which have a unique mode of action.
Compounds of the class bind selectively and with high
affinity to ated 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 chioride channels, such as those
?ét:g l?)y the neurotransmitter gamma-aminobutyric acid

The in of safety for compounds of this class is’
attnbutab’e {0 the fact that miammals do not have
lutamate-gated chloride channels, the macrocyclic
ctones have a low affinity for other mammalian figand-
&aeted chioride channels and they do not readily cross
blood-brain barrier. i .
INDICATIONS

IVOMEC Pour-On applied at the recommended dose
level of 500 meg/kg is indicated for the treatment and

controf of these
Gastrointestinal Roundworms’

Ostertagia ostertagi {adults and Lg)

{including inhibited stage)
Haemonchus placei adults and Ly
Trichostrongylus axei adults and Ly
T. colubriformis aduits and L4

Cooperia oncophora | adults and Lq Set the dose by
Cooperia punctata adultsandL4) : align the cormrec
Cooperia sumabada A agugtt:)and L4) : knurled cap.
Sirongyloides papillosus * (adul 1 markings, use i
Oqso%’agosfomum radiatum gadults andLl4) | Hold the bottle
Trichuris spp. aduits) ! slight excess of
Lungworms ; calibration fines
Dictyocauius viviparus i {adultsandL4) | gy releasing th
Cattle Grubs {parasitic stages) : adjusts to the oo
Hypoderma bovis ’ ! dose. The off (¢

. lineatum 1 between dosing
Mites ) . . Squeeze-Meas
Sarcoples scabiejvar. bovis 1 (33.8 floz/1 Lite
Lice : Attach the mete
Linognathus vituli : Set the dose by
Haematopinus eurystemus : align the correcl
Damalinia bovis + knurled cap. Wh
Solenopoles capillatus ! use the higher
Horn Flies : !
Haematabia irritans ' S"'ﬁt g&.:sﬁoef
Persistent Activity i calibration lines
IVOMEG |

Pour-On has been proved to effectively i By releasing th

control infections and to protect cattle from re- : adjusts to the cor
dose

gostomum radiatum and |

infection with: Ossopha;
Dictyocal

When 220
ulus viviparus for 28 days after treatment; ! i
i e and Ticmars ; foquired, tur th

Cooperia
days after treatment;

Ostertagia  ostertagi, :

lus axei for 21 | the
system between

Haemonchus placei, Cooperia oncophora and : Coll

i ‘ ’ " fapsible Pa
Cooperia. sumabada for 14 days after treatment; ! fosele oo |
Damalinia bovisfor 56 days after reaiment ; 6(8:'5 f °§1’Z5L
Treatment of Cattie for Horn Flies ; Lonnect the ap)

WOMEC P

NOMEG Pour

{VOMEC Pour-On shotld be
on of these

Vi

fiming of

DOSAGE I
The doserate is 1 mL. for each
The formulation should be

22 Ib of A
plied a,gng“t?,yewne : fighten down. A

our-On controls hom flies (Haematobia & 23 follows:

for"pt°28('1a>'~‘:aﬂérdos‘ing.Foﬁbestresults i Attach the ope
part of a parasite contro} ; the dosing equ

pﬂ’ﬂ.‘;gmf""b“"p‘3”“’"‘“‘3"‘1‘B)t\temalparasitesbased : ysed in the fom

ftes. Consult your | Gun from Instrur

veterinanan or apgem! lomologist for the most effective : IS recommende

: dosage or
ight. | Replace the shi

in a narrow strip extending from the withiers 1 the : C3p-

taithead.

ADMINISTRATION
Squeeze-Measure-Pour

+ Gently prime the
: Follow the manu

i ﬂste:m : dose.
(8.5 f1 02/250 mL Bottle with 25 mL Metering Cup) | When the interva

Attach the metering cup to the bottle.

. is expected o @
i and draw-off tub

Outsert Page 1
(inside front cover)
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sated for the treatment and

rms
{adults and Ly)

adults and Ly
kadults and L4!
adults and L4

Cooperia oncophora
Cooperia punctata
Cooperia surnabada
Strongyloides papillosus
QOesophagostomum radiatum
Trichuris spp.
Lungworms
Dictyocaulus viviparus
Cattle Grubs
Hypoderma bovis

[ lineatum
Mites ’
Sarcoples scabiei var. bovis
Lice
Linognathus vituli
Haematopinus eurystemus
Damalinia bovis
Solenopotes capillatus
Horn Flles
Haematobia irritans
Persistent Activity
IVOMEC Pour-On

infection with: Oesopha,

Cooperia
days after treatment;

- IVOMEC Pour-On. controls.

irritans) for up 1o 28 days after dosing.

IVOM
for both intemal and
6n the epicermiology of these

veterinanan or an entomologist for the most effective

timing of applications.
DOSAGE

The formulation should be applied

The dose rate is 1 mL for each 22 Ib ¢f body weight.
the to;g:e
in a narrow strip extending from the withers to the

taithead.

ADMINISTRATION i Follow the manufacturer’s directions for adjusting the -
Squeeze-Measure-Pour Sysiem 1 dose. '

(8.5 fl 02/250 mL Bottie with 25 mL Metering Cup) ;| When the interval between uses of the applicator,gun
Attach the metering cup to the bottie. + is expected to exceed 12 hours, disconnect the gun

-On ‘has been proved to effectively
control infections and to protect cattie from re-
Re gostomum radiatum and

ulus rus for 28 days
and Trichostron,

L Ostertagia ostertagi,
Haemonchus placei, da%oeria oncophora and :
Cooperia -sumabada for 14 days-after treatment;
Damalinia bovis for 56 days after treatment.

Treatment of Cattle for Horn Flies i
i hom. flies (Haematobia

Pour-On should be part of & ite control

adults and Lg : Set the dose by tuming the top section of the cup to

adults and Lg) : align the comrect body weight with the pointer on the
adults andL4) : knurled cap. When body weight is between
adults) : markings, use the higher sefting. i
adults and Lg) ¢ Hold the bottle upright and squeeze it to deliver a
adults) + slight excess of the required dose as indicated by the
» calibration lines. ;
(adults and L4) : By releasing the pressure, the dose automatically
(parasitic stages) : adjusts to the correct level. Tilt the bottle to deliver the

dose. The off (STOF) position will close the system
between dosing.

Squeeze-Measure-Pour System ,
(33.8 fl 02/1 Liter Bottle with 50 mL Metering Cup)

Attach the metering cup to the bottle. :
Set the dose by tuming the top section of the cup to
align the correct body weight with the pointer on the
knurled cap. When body weight is between markings,
use the higher setting. .

+ Hold the bottle upright and squeeze it to deliver a
: g?ht excess of tha required dose as indicated by the
ibration lines. 1

By releasing the pressure, the dose automatically
: adjusts to the correct level. Tilt the bottle to deliver the
¢ dose. When 220 15 (10 ml.) or 330 Ib (15 m\(.)edoge is
¢ required, tum the gointer 10 “STOP” before delivering
the dose. The olf {STOP) position will close the

after treatment;

system between dosing.

Collapsible Packe .. . .. . s

(84.51 02/2.5 L Pack and 169 fl 02/5 L Pack)'

: Connect the applicator gun to the collapsible pack

asfollows: * ,

Attach the openiend of the draw-off tubilt‘\,‘ge to

the dosing equipment. (Because of the solvents

used in the formulation, only the Protector Drench

Gun from Su
f

For best results
parasites basad L
es Limited, or equivalent,
1 is recommended Omgpﬂa icators’ mea?f exhibit
¢ compatibility problems ing in locking, incotrect
+ dosage or leakags.) ‘
¢ Replace the shiﬁng cap with the draw-off capiand
: tighten down. Attach draw-off tubing to the draw-off
' ca :

p.
+ Gently prime the applicator gun, checking for leaks.
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20 Liter Pack
{676 fi 02/20 L Pack)
Use dosing equipment (applicator, draw-off tubing, cap
with stem compaﬁblealsvpim IVOMEC® (iverm%ctin)
Pour-On. ' Other dosing equipment may be
incompatible, resulting in locking, incorrect dosage
and leakage. Follow the dosing eggls%ment
manufacturer's directions for adjusting the dose and
proper use and maintenance of the dosing equipment.
Connect the dosin% applicator and the draw-off tubing
to the container as follows:
Attach the open end of the draw-off tubing to an
appropriate dosing applicator. Attach draw-off
tubing to the cap with the stem. Replace the
shipping cap with the cap having the draw-off
tubing. CGently prime the dosing applicator,
checking for leaks.
When the interval between uses of the applicator
gun is expected to exceed 12 hours, disconnect the
gun, draw-off tubing and cap with stem from the
product container, 'emptn the product from the gun
and tubing back into the product container and
replace the shipping cap.
ANIMAL SAFETY
Studies conducted in the U.S.A. have demonstrated
- thersafety margin for iVérmectin. Based on plasma
levels, the topica!ly 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 petformance.

WARNING
NOT FOR USE IN HUMANS.
Keep this and all drugs out of the reach of children.
TheMateﬁalSqtetyDataSheet(MSDﬁ)containsme
detailed occupational safety information. To report adverse
effects, obtain an MSDS or for assistance, contact Merial
at 1-888-637-4251.

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
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Contains 5 mg
ivermectin/mL

Parasiticide

Roundworms

(including Brown Stomach Worm)
Lungworms

Grubs

Sucking Lice

Biting Lice

Mange Mites

Horn Flies

20L (6761l oz)
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Environmental Safety
Studies indicate that when ivermectin comes in
contact with soil & 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 catle to enter !
lakes, streams or ponds for at least six hours !
after treatment. Do not contaminate water by !
direct application or by improper disposal of drug
containers. Dispose of containers in an
approved landfill or by incineration. h
As with other avermectins, ivermectin is excreted
mmedungoftreatedammalsandmnmhmthe
reproduction and growth of pest and beneficial
insects that use dung as a source of food and for
%rodm The magmg}x‘%e and duration of
are species and Kfe-cycle specific.
When used according fo label directions, the |
u&:nsnotex edtofhgve%\adxg
mpact on populations of dung-depe
insecls.

HOW SUPPLIED _

IVOMEC Pour-On is avallable in an 85 fl 02/250 ml . -

botfle or 33.8 # 02/ L bottie with a re-

pour L orinan 845 ozR5 L or 169 025 L
Mmﬁ?ﬁﬂozﬂﬂ!.wiammndedbr

use with appropriate automatic dosing equipment.

IVOMEC and Catle Hotd are régistered trademarks
of Merial Limited. Logo
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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 madical attention.

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 product in pre-ruminating 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 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
IVOMEC® (jvermactin) Pour-On is stored at temp-
eratures below 32°F. Allowing to warm at room
temperature will restore the normal appearance
without affecting efficacy.

Anti?arasiﬁc activity of ivermectin will be impaired if
the formulation is applied to areas of the skin with
mange
adhe%ent materials, ©.g., caked mud or manure.
lvermectin has been associated with adverse
reactions in sensitive dogs; therefore, IVOMEC Pour-On
is trttlot recommended for use in species other than
cattle.

When to Treat Cattle with Grubs

IVOMEC Pour-On 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 fiy (warble fly) season, While this is not peculiar

to ivermectin, destruchonotmm larvae (catile -
grubs) at the period when grubs are in vital

areas may cause undesirable host-parasite reactions.
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further information and advice on a planned parasite
controf program, consult your velerinarian, .
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aquatic organisms. Do not permit cattie to enter :
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