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DECTOMAX Pour-On

1. GENERAL INFORMATION

a. File Number: NADA 141-095
b. Sponsor: Pfizer, Inc.
235 Bast 42™ St.

New York, NY 10017

Drug Labeler Code: 000069

c. Established Name: Doramectin

d. Proprietary Name: DECTOMAX (doramectin) Pour-On

e. Dosage Form: Solution

f. How Supplied: 250 mL, 1 liter, 2.5 liter, and 5 liter containers
g. How Dispensed: Over-the-Counter (OTC)

h. Amount of Active Ingredients: 5 mg doramectin/mL

i.  Route of Administration: Topical

J.  Species/Class: Cattle

k. Recommended Dosage: 500 mcg/kg (5 mL/110 Ib body weight)
1.  Pharmacological Category: Antiparasitic

m. Indications: For the treatment and control of the following in cattle.

Gastrointestinal Roundworms

Ostertagia ostertagi Adults and fourth-stage larvae
Ostertagia ostertagi Inhibited fourth-stage larvae
Ostertagia lyrata Adults

Haemonchus placei Adults and fourth-stage larvae
Trichostrongylus axei Adults and fourth-stage larvae
Trichostrongylus colubriformis Adults and fourth-stage larvae
Cooperia oncophora’ Adults and fourth-stage larvae
Cooperia punctata Adults and fourth-stage larvae
Cooperia pectinata Adults

Cooperia surnabada Adults

Bunostomum phlebotomum Adults

Oesophagostomum radiatum Adults and fourth-stage larvae
Trichuris spp. Adults

"Efficacy below 90% was observed against adult Cooperia oncophora in some clinical
studies
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Lungworms
Dictyocaulus viviparus

Eyeworms
Thelazia gulosa
Thelazia skrjabini

Grubs
Hypoderma bovis
Hypoderma lineatum

Sucking Lice
Linognathus vituli

Haematopinus eurysternus

Solenopotes capillatus

Biting Lice
Damalinia bovis

Mange Mites
Chorioptes bovis
Sarcoptes scabiei

Horn Flies
Haematobia irritans

Adults and fourth-stage larvae

Adults
Adults

DECTOMAX Pour-On solution has been proved to effectively control infections and to
protect cattle from reinfection with: Cooperia oncophora and Dictyocaulus viviparus for 21
days after treatment, Ostertagia ostertagi, Cooperia punctata, and Oesophagostomum
radiatum for 28 days after treatment and Haemonchus placei for 35 days after treatment.

n. Effect of Supplement:

To extend the persistent effect periods for Cooperia punctata from

28 to 35 days after treatment and Dictyocaulus viviparus and Cooperia oncophora from 21
to 28 days after treatment. At this time, the labeling is being revised to reflect updated

environmental information.
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2. EFFECTIVENESS
a. Dose Characterization

Effectiveness studies were presented in the original NADA 141-095 FOI Summary approval
dated September 16, 1997, establishing the recommended effective dose of DECTOMAX
Pour-On for the treatment and control of internal and external parasites.

b. Substantial Evidence for Persistent Effectiveness against Endoparasites

The original approval for the persistent effect of DECTOMAX Pour-On was demonstrated
by two studies (1231C-60-95-199 and 1231C-60-95-204) that appear in the original FOI
Summary dated September 16, 1997. Additionally, there were four studies (5231E-03-92-
070, 5232C-03-94-090, 5232C-03-94-092, and 5232C-03-94-097) conducted in the
European Union (EU) that were submitted with the original approval that were considered
supportive, but not reported in the FOI. An additional indication for the persistent effect
against Haemonchus placei for up to 35 days after treatment is discussed in a supplemental
FOI Summary dated August 10, 1999. These studies were evaluated using arithmetic
means. Subsequent to the original review, the VICH guidance #90 “Effectiveness of
Anthelmintics: General Recommendations VICH GL7” was finalized March 26, 2001. It
allowed for the evaluation of parasite effectiveness studies using geometric means and the
consideration of studies conducted in the member countries. This supplemental application
allows for these six studies to be reevaluated using geometric means and the persistent effect
period adjusted accordingly. All six of these studies were reevaluated using geometric
means. Two additional studies (2239B-60-97-065 and 2239B-60-97-094) conducted
subsequent to the original approval were submitted with this supplement and evaluated
using geometric means.

For each study, percent 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. The differences in
geometric mean numbers of parasite counts between the treated groups and the controls
were tested using a one-way analysis of variance. The period of persistent activity was
defined as the time during which the effectiveness against a genus species was = 90%.

For an indication to be granted, a minimum of two studies is required that have the
following: an adequate level of infection in 6 control animals, a statistically significant
difference between treated and control animals at P<0.05, and 90% efficacy using geometric
means for each genus species of parasite and at each persistent effect period. If there are
more than 2 studies, then the geometric means of the percent efficacy against a genus
species of parasite from each study is added together and divided by the number of studies
with that genus species of parasite. If this average is greater than or equal to 90% then the
claim may be granted. These eight studies were evaluated using geometric means as
described above. The overall percent efficacy from these studies for Cooperia oncophora at
28 days is 92.1% (six studies) and Dictyocaulus viviparus at 28 days is 95.6% (six studies).
There were only two studies for Cooperia punctata and both demonstrated percent efficacy
=90% for 35 days after treatment. The extension of the persistent effect periods for
Cooperia oncophora is from 21 to 28 days after treatment, Dictyocaulus viviparus from 21
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to 28 days after treatment and Cooperia punctata from 28 to 35 days after treatment. The
eight trials are individually summarized below.

B.1  Dose Confirmation Study 1231C-60-95-199

1) Investigator: Edward G. Johnson
24007 Highway 20/26
Parma, Idaho

2) General Design:

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered
topically at a dosage of 500 mcg/kg body weight against artificially induced
nematode infections.

b. Animals: Ten (10) per group. Cattle were 4 to 6 months old and weighed 127 to
251 kg at the start of the study.

c. Nematode isolate: Dictyocaulus viviparus 1994 field isolate from Wisconsin,
Ostertagia ostertagi, Cooperia punctata, and C. oncophora 1995 field isolates from
Louisiana and Idaho

d. Controls: Animals in the negative control group (T1) received saline.

e. Procedure: Forty-two (42) animals were weighed and randomly allocated to a
saline-treated group (T1, 10 animals) or to one of three doramectin-treated groups
(T2 to T4, 10 animals each) on Day 0 or to serve as one of the two larvae viability
monitor animals. On Day 0, animals in Groups T1 and T2 were treated topically
with saline (1 mL/10 kg BW) or doramectin pour-on (500 pg/kg BW), respectively.
Groups T3 and T4 were treated with doramectin pour-on in an identical manner on
Days 7 and 14, respectively. Each of the animals in Groups T1 to T4 was artificially
challenged daily on Days 14 to 35 with infective nematode larvae (approximately
50, 1,000, and 1,000 of D. viviparus, O. ostertagi, and C. punctata). Other nematode
species were present as contaminants of the inocula. Animals from Groups T1 to T4
were euthanized and necropsied on Days 49 and 50 for determination of worm
counts.

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group
compared to the non-medicated group is summarized in Table 2.1.

Table 2.1 1231C-60-95-199 — Persistent Effect Periods and Percent Efficacy

Geometric Persistent % Efficacy of
Nematode Species Mean and range in | Effect Period | DECTOMAX
Controls Pour-On
Cooperia oncophora 224 (100-380) 28 days 99.7
Dictyocaulus viviparus 23 (0-75) 28 days 100.0
Cooperia punctata 243 (120-504) 35 days 94.0
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4) Adverse Events: There were no adverse events observed at any time during the study
for any of the doramectin-treated cattle.

B.2

Dose Confirmation Study 1231C-02-95-204

1) Investigator: R. K. Pritchard, Ph.D.

Institute of Parasitology
McGill University
Ste-Anne de Bellvue
Quebec, Canada

2) General Design:

a.

Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered
topically at a dosage of 500 mcg/kg body weight against artificially induced
nematode infections.

Animals: Ten (10) per group. Cattle were 4 to 6 months old and weighed 90 to 216
kg at the start of the study.

Nematode isolate: Dictyocaulus viviparus 1995 field isolate from Wisconsin;
Ostertagia ostertagi and Cooperia punctata 1995 field isolates from Louisiana; C.
oncophora 1995 field 1solate from Maryland and Louisiana

Controls: Animals in the negative control group (T1) received saline.

Procedure: Forty-two (42) animals were weighed and randomly allocated to a
saline-treated group (T1, 10 animals) or to one of three doramectin-treated groups
(T2 to T4, 10 animals each) on Day 0 or to serve as one of the two larvae viability
monitor animals. On Day 0, animals in Groups T1 and T2 were treated topically
with saline (1 mL/10 kg BW) or doramectin pour-on (500 pg/kg BW), respectively.
Groups T3 and T4 were treated with doramectin pour-on in an identical manner on
Days 7 and 14, respectively. Each of the animals in Groups T1 to T4 was artificially
challenged daily on Days 14 to 35 with infective nematode larvae (approximately
50, 1,000, and 1,000 of D. viviparus, O. ostertagi, and C. punctata). Other nematode
species were present as contaminants of the inocula. Animals from Groups T1 to T4
were euthanized and necropsied on Days 49 and 51 for worm counts.

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group
compared to the non-medicated group is summarized in Table 2.2.

Table 2.2 1231C-02-95-204 — Persistent Effect Periods and Percent Efficacy

Geometric Persistent % Efficacy of
Nematode Species Mean and range in | Effect Period | DECTOMAX
Controls Pour-On
Cooperia oncophora 1060 (0-5200) 28 days 91.8
Dictyocaulus viviparus 4 (0-30) 28 days 86.0
Cooperia punctata 512 (50-1900) 35 days 98.4
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4) Adverse Events: There were no adverse events observed at any time during the study
for any of the doramectin-treated cattle.

B.3

Dose Confirmation Study 2239B-60-97-065

1) Investigator: Larry Smith, D.V.M.

Research and Development Inc.
108 Davis Street
Lodi, WI

2) General Design:

a.

Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered
topically at a dosage of 500 mcg/kg body weight against artificially induced
nematode infections.

Animals: Ten (10) per group. Cattle were 2 to 6 months old and weighed 74 to 171
kg at the start of the study.

Nematode isolate: Dictyocaulus viviparus 1997 field isolate from Mississippi
Controls: Animals in the negative control group (T1) received saline.

Procedure: Forty-two (42) animals were weighed and randomly allocated to a
saline-treated group (T1, 10 animals), the doramectin-treated groups (12, T3, T4, 10
animals each) on Day 0 or to serve as one of the two larvae viability monitor
animals. On Day 0, animals in Group T1 were treated topically with saline (1 mL/10
kg BW). Groups T2, T3, and T4 were treated with doramectin pour-on (500
mcg/kg) on Day 0, 7, or 14, respectively. Each of the animals in Groups T1 to T4
was artificially challenged daily on Days 28 to 42 with infective nematode larvae
(approximately 50 of D. viviparus). Animals from Groups T1 to T4 were euthanized
and necropsied on Days 56 and 57 for determination of worm counts.

3. Results: The percent efficacy based on geometric mean in the doramectin-treated group
compared to the non-medicated group is summarized in Table 2.3.

Table 2.3 2239B-60-97-065 — Persistent Effect Periods and Percent Efficacy

Geometric Persistent % Efficacy of
Nematode Species Mean and range in | Effect Period | DECTOMAX
Controls Pour-On
Dictyocaulus viviparus 39 (3-118) 28 days 87.4

4) Adverse Events: There were no adverse events observed at any time during the study for
any of the doramectin-treated cattle.
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B.4

Dose Confirmation Study 2239B-60-97-094

1) Investigator: Bert E. Stromberg, Ph.D.

205 Veterinary Science

1971 Commonwealth Avenue
University of Minnesota

St. Paul, MN

2) General Design:

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered

topically at a dosage of 500 mcg/kg body weight against artificially induced
nematode infections.

. Animals: Ten (10) per group. Cattle were 2 to 6 months old and weighed 131 to

214 kg at the start of the study.

. Nematode isolate: Dictyocaulus viviparus 1996 field isolate from Wisconsin

. Controls: Animals in the negative control group (T1) received saline.

Procedure: Forty-two (42) animals were weighed and randomly allocated to a
saline-treated group (T1), the doramectin-treated groups (T2, T3, T4) on Day 0 or to
serve as one of the two larva viability monitor animals. On Day 0, animals in Group
T1 were treated topically with saline (1 mL/10 kg BW). Groups T2, T3, and T4
were treated with doramectin pour-on (500 mcg/kg) on Day 0, 7, or 14, respectively.
Each of the animals in Groups T1 to T4 was artificially challenged daily on Days 28
to 42 with infective nematode larvae (approximately 50 of D. viviparus). Animals
from Groups T1 to T4 were euthanized and necropsied on Days 56 and 57 for
determination of worm counts.

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group

compared to the non-medicated group is summarized in Table 2.4.

Table 2.4 2239B-60-97-094 — Persistent Effect Periods and Percent Efficacy

Geometric Persistent % Efficacy of
Nematode Species Mean and range in | Effect Period | DECTOMAX
Controls Pour-On
Dictyocaulus viviparus 10 (3-22) 28 days 100.0

4) Adverse Events: There were no adverse events observed at any time during the study for

any of the doramectin-

treated cattle.
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B.S

Dose Confirmation Study 5232E-03-92-070

1) Investigator: C. Hong, Ph.D.

M.AF.F. Central Veterinary Laboratory
Halls Farm, New Haw

Weybridge

Surry, England

2) General Design:

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered

topically at a dosage of 500 mcg/kg body weight against artificially induced
nematode infections.

. Animals: Ten (10) or seven (7) per group. Cattle were 3 to 6 months old and

weighed 94 to 134 kg at the start of the study.

. Nematode isolate: Cooperia oncophora Pfizer in-house culture
. Controls: Animals in the negative control group (T1) received no treatment.

. Procedure: Thirty one (31) animals were weighed and randomly allocated to a

saline-treated group (T1, 10 animals), the doramectin-treated groups (T2, T3, T4, 7
animals each). No physical contact was permitted between groups. On Day 0,
animals in Group T1 were treated topically with saline (1 mL/10 kg BW). Groups
T2, T3, and T4 were treated with doramectin pour-on (500 pg/kg) on Day 0, 7, or
14, respectively.

Each of the animals in Groups T1 to T4 was artificially challenged daily on Days 14
to 28 with infective nematode larvae (approximately 1,000 of C. oncophora).
Animals from Groups T1 to T4 were euthanized and necropsied on Days 42 and 43
for determination of worm counts.

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group

compared to the non-medicated group is summarized in Table 2.5.

Table 2.5 5232E-03-92-70 — Persistent Effect Periods and Percent Efficacy

Geometric Persistent % Efficacy of
Nematode Species Mean and range in | Effect Period | DECTOMAX
Controls Pour-On
Cooperia oncophora 9200 (2950-13250) 28 days 90.2

4) Adverse Events: There were no adverse events observed at any time during the study for

any of the doramectin-treated cattle.
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B.6 Dose Confirmation Study 5232C-03-94-090

1) Investigator: J. Brebner, Ph.D.
Moredun Animal Health Ltd.
408, Gilmerton Road
Edinburgh
Scotland

2) General Design:

a. annqe To evaluate the nerqste‘" eulcagy of doramectin 1 pour-on, administered
toplcally at a dosage of 500 mcg/kg body weight against artificially induced

nematode infections.

Animals: Twelve (12) per group. Cattle weighed 77 to 132 kg at the start of the
study.

Nematode isolates: Ostertagia ostertagi, Ridgeway Science Ltd Culture; Cooperia
oncophora, Pfizer in-house culture

Controls: Animals in the negative control group (T1) received no treatment.

Procedure: Forty-eight (48) animals were weighed and randomly allocated to a
saline-treated group (T1, 12 animals), or one of the doramectin-treated groups (T2,
T3, T4, 12 animals each) on Day 0. No physical contact was permitted between
groups. On Day 0, animals in Group T1 were treated topically with saline (1 mL/10
kg BW). Animals in Groups T2, T3, and T4 were treated with doramectin pour-on
(500 mcg/kg) on Day 0, 7, or 14, respectively.

Each of the animals in Groups T1 to T4 was artificially challenged daily on Days 14
to 35 with infective nematode larvae (approximately 1,000 of O. ostertagi and 1,000
C. oncophora). Animals from Groups T1 to T4 were euthanized and necropsied on
Days 49 and 50 for determination of worm counts.

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group
compared to the non-medicated group is summarized in Table 2.6.

Table 2.6 5232C-03-94-90 — Persistent Effect Periods and Percent Efficacy

Geometric Persistent % Efficacy of
Nematode Species Mean and range in | Effect Period | DECTOMAX
Controls Pour-On
Cooperia oncophora 12686 (7450-17350) 28 days 99.8

4) Adverse Events: There were no adverse events observed at any time during the study for
any of the doramectin-treated cattle.
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B.7 Dose Confirmation Study 5232C-03-94-092

1) Investigator: D. J. Burden, Ph.D.
Park Farm
St. Braivels
Coleford
Gloucestershire, England

2) General Design:

a. Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered
topically at a dosage of 500 mcg/kg body weight against artificially induced
nematode infections.

b. Animals: Fourteen (14) or twelve (12) per group. Cattle were 3 to 6 months old and
weighed 85 to 115 kg at the start of the study.

c. Nematode isolates: Dictyocaulus viviparus, Ostertagia ostertagi, and Cooperia
oncophora Pfizer in-house cultures

d. Controls: Animals in the negative control group (T1) received no treatment.

e. Procedure: Fifty (50) animals were weighed and randomly allocated to a saline-
treated group (T1, 14 animals), or one of the doramectin-treated groups (T2, T3, T4,
12 animals each) on Day 0. On Day 0, animals in Group T1 were treated topically
with saline (1 mL/10 kg BW). Groups T2, T3, and T4 were treated with doramectin
pour-on (500 mcg/kg) on Day 0, 7, or 14, respectively. Each of the animals in
Groups T1 to T4 was artificially challenged daily on Days 21 to 48 with infective
nematode larvae (approximately 50 of D. viviparus, 1,000 O. ostertagi, and 1,000 C.
oncophora). Animals from Groups T1 to T4 were euthanized and necropsied on
Days 56 and 57 for determination of worm counts.

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group
compared to the non-medicated group is summarized in Table 2.7.

Table 2.7 5232C-03-94-092 — Persistent Effect Periods and Percent Efficacy

Geometric Persistent % Efficacy of
Nematode Species Mean and range in | Effect Period | DECTOMAX
Controls Pour-On
Cooperia oncophora 9194 (4200- 27 days 96.4
16450)
Dictyocaulus viviparus 176 (27-396) 27 days 100.0

4) Adverse Events: There were no adverse events observed at any time during the study
for any of the doramectin-treated cattle.
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B.8  Dose Confirmation Study 5232C-03-94-097
1) Investigator: D. J. Burden, Ph.D.

Park Farm

St. Braivels

Coleford

Gloucestershire, England

2) General Design:

a.

Purpose: To evaluate the persistent efficacy of doramectin pour-on, administered
topically at a dosage of 500 mcg/kg body weight against artificially induced
nematode infections.

Animals: Fourteen (14) or twelve (12) per group. Cattle were 3 to 6 months old and
weighed 85 to 115 kg at the start of the study.

Nematode isolates: Dictyocaulus viviparus, Ostertagia ostertagi, Cooperia
oncophora Pfizer in-house cultures

Controls: Animals in the negative control group (T1) received no treatment.

Procedure: Fifty (50) animals were weighed and randomly allocated to a saline-
treated group (T1, 14 animals), or one of the doramectin-treated groups (T2, T3, T4,
12 animals each) on Day 0. No physical contact was permitted between groups. On
Day 0, animals in Group T1 were treated topically with saline (1 mL/10 kg BW).
Groups T2, T3, and T4 were treated with doramectin pour-on (500 mcg/kg) on Day
0, 7, or 14, respectively. Each of the animals in Groups T1 to T4 was artificially
challenged daily on Days 21 to 48 with infective nematode larvae (approximately 50
of D. viviparus, 1,000 O. ostertagi, and 1,000 C. oncophora). Animals from Groups
T1 to T4 were euthanized and necropsied on Days 56 and 57 for determination of
worm counts.

3) Results: The percent efficacy based on geometric mean in the doramectin-treated group
compared to the non-medicated group is summarized in Table 2.8.

Table 2.8 5232C-03-94-097 — Persistent Effect Periods and Percent Efficacy

Geometric Persistent % Efficacy of
Nematode Species Mean and range in | Effect Period | DECTOMAX
Controls Pour-On
Cooperia oncophora 8555 (1500- 27 days 74.8
16800)
Dictyocaulus viviparus 133 (41-403) 27 days 99.9

4) Adverse Events: There were no adverse events observed at any time during the study for
any of the doramectin-treated cattle.
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3. TARGET ANIMAL SAFETY

No further target animal safety data were required from the original approval as discussed in
the parent NADA 141-095 FOI Summary approval dated September 16, 1997.

4. HUMAN SAFETY

No further human food safety data were required from the original approval as discussed in
the parent NADA 141-095 FOI Summary approval dated September 16, 1997. Thereis a
45-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 DECTOMAX Pour-On for Cattle
when administered once at 500 mcg doramectin/kg body weight is safe and effective for the
extension of the following persistent effect periods: Cooperia oncophora from 21 to 28
days, Dictyocaulus viviparus from 21 to 28 days and for Cooperia punctata from 28 to 35
days.

The Agency has concluded that this product may 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 require
a reevaluation of safety or effectiveness data in the parent application. Previously submitted
studies were reevaluated using geometric means allowing the persistent effect period for
three nematode species to be extended.

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 extension
of three 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, 1 liter, 2.5 liter, and 5 liter — bottle label and box carton
B. Package insert for all container sizes
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DOSING CUP

A. Rotate the cup on the bottle neck until tight (so
the spout is aligned at the mid-point on the wide
side of the bottle}

B. Select the dose’

—Twist the dosing screw © to the desired position,
s0 that the correct number of mL is shown at the
set dose mark (@ DOSAGE {mU)T ).

—The first complete turn of the dosing screw will
set the dose at 10 mL {i.e. 220 Ib or 100 kg of body
weight): 10" shows on the screw at set dose mark
@ Each additional turn increases the dose in 5 mL
increments (i.e. 110 Ib or 50 kg of body weight} up
to 50 mb.

C. Overfill the dosing cup by squeezing the bottle,
until the level of liquid goes over the selected dose,
then release the pressure. The liquid will auto-
matically come down to the selected dose.

D. Pour the product along the back of the animal.

GODET APPLICATEUR

A. Serrer e godet en pivotant sur le col de la
bouteille (pour que le godet suit correctement
instalié lorsque le bec est aligné avec la partie
large de ta bouteite).

8. Choisir une dose:

— Tourner ia vis de réglage @ jusqu’a la position
désirée, pour que le nombre correct de mL soit vi-
sible 3 Ja marque de réglage de la dose (®
POSOLOGIE (mL) T).

~+ Le premier tour complet de la wis régle la dose 3
10 mL {i.e. 100 kg ou 220 [b de poids corporel): 10"
2 la marque ce réglage de la dese sur la vis 8,
Chaque tour additione! augmente la dose de 5 mL
{50 kg ou 110 Ib de poids corporel) jusqu’a 50 mL
C Remplir le godet applicateur, & excés, en pres-
sant sur la bouteille jusqu’d ce que le niveau du
iquide dépasse 13 dose choisie, et puis reldcher la
pression. Le liquide retournera automatiquement &
la dose choisie.

D Verser le produit le fong du dos de I'animal.

993 10-5269-00-3
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indications: For treatment and control of gastrointestinal round-
worms, lungworms, eyeworms, geubs, biting and sucking fice,

om— horn fies, and mange mites in catle. See package insert for
— (=) plete indications and directions for use.
D { owmd C-lr @ ﬂn n Dectomax Pour-On solution has been proved to effectively
J Y \e Gontol nfections and o prfectcaterom refecton wit
(do rame Ct’ n ) oge;"g.i, Oosorphlm'rmn;mn radia:xmmpfgru;'a days, and
Cooperia punctata, Haemonchus placei for 35 days after

ansE POllI'-On mmeh‘lhnﬂ'm

D Pour-On sol provides 7 days of p activ-
ity against horn flies. The product should be used as partof an
integrated control program and be combined with other meth-
ods for extended horn fly control. For optimal homn fly control,
consult with your veterinarian or & livestock entomologist
A t. .t. Rocm D;:g:_l ml‘:’.'o;gﬂ:louqoclﬁl) per 221b {10 kg)
ntiparasittic of weight administer: e topical route.
p § Warning: Flammable! Keop away from heat, sparks, open flame,

and other sources of
Residee Warning: Cattle must not be
laughtered for human ption within
45 days of reatment Not for use in female
: - s e e sl
- awal 11
0.5% pour-on solution for cattle itrava period has ot beon estabished
5 mg/ml_ notuse in caives to be processed for veal.
Precastion: For topical use in cattie only.
Store Below 30°C {86°F)
Protect From Light
Dispesal: Do not contaminate water by direct
application or by improper disposal of drug
N c - 1 l ot containers. Dispose of contaimers in an approved
et Ontents. Itel' landfill or by incineration.
Consult yow veterinarian for assistance in the
diagnosis, treatment, and control of parasitism.
Not tor human use
NADA #141-095, Approved by FDA Restricted Drug (CA) Use only as directed.

I - =

Orstrideand by
@ Animal Health
D Pt 06-5271.00.X10

NY,NY 10017 Mede m USA
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; Dosage and Administration: Apply
H topically along the mid-line of the back
i in a narrow strip between the withers
i and tailhead. Dosing guidelines are
i pravided in the following table:

!

!

|

i

i

]

Body Weight (Ib} Dose (mL)
Upto 110 5 mL*

pectomy -

) 551660 30 mL
(doramectin)

i 661-770 35 mL
771-880 40 mL
881-990 45 ml

991-1100 50 mL

* Administer using an appropriate
dosing gun.

Pour-On

ey
By

For animals heavier than 1100 Ib,
increase the dose by 5 mL for each
additional 1-110 Ib of body weight.

Antiparasitic

0.5% pour-on solution for cattle
5 mg/mL

Treats 40 550-1b cattle i

Net Contents: 1 liter

NADA #141-095, Approved by FDA

il

Peer




Indications: For treatment and control of gastrointestinal roundworms, lung-
worms, eyeworms, grubs, biting and sucking lice, horn flies, and mange mites
in cattle. Consuit your veterinarian for assistance in the diagnosis, treatment,
and control of parasitism. See package insert for complete indications and
directions for use.

Dectomax Pour-On solution has been proved to effectively control infections
and to protect cattle from reinfection with Cooperia oncaphora, Dictyocaulus
viviparus, Ostertagia ostertagi, Oesophagostomum radiatum for 28 days, and
Cooperia punctata, Haemonchus placei for 35 days after treatment.

Management Considerations for Hom Flies
Dectomax Pour-On solution provides 7 days of persistent activity against
horn fiies. The product should be used as part of an integrated control
program and be combined with other methads for extended horn fly control.
For optimal horn fly control, consult with your veterinarian or a livestock
entomologist.
Warning: Flammable! Keep away from heat, sparks, open flame, and other
sources of ignition.
Dectomax Pour-On solution for cattle may be irritating to human skin and
eyes, and users should be careful not to apply it to themselves or to other
persons. Operatars should wear pratective clothing including a long-sleeved
shirt, rubber gloves, and boots with a waterproof coat when applying the
product. Protective clothing should be washed after use. If accidental skin
contact occurs, wash the affected area immediately with soap and water.
If accidental eye exposure occurs, flush the eyes immediately with water
and get medical attention. Wash hands after use. Do not smoke or eat while
handling the product.
Residue Waming: Cattle must not be slaughtered for human con-
sumption within 45 days of treatment. Not for use in female dairy
cattle 20 months of age or older. A withdrawal period has not been
established for this product in preruminating calves. Do not use in
calves to be processed for veal.
Precautions: This product is to be applied to skin surface only. Do not admin-
ister orally ar parenterally. Do not apply to areas of skin which are caked with
mud or manure.
Use Conditions: Varying weather conditions, including rainfall, do not affect
the efficacy of Dectomax Pour-On.
Store Below 30°C {86°F)
Protect From Light
Disposai: Do not contaminate water by direct applicatian or by improper
disposal of drug containers. Dispose of containers in an approved landfil!
or by incineration.
Consult your veterinarian for assistance in the diagnosis, treatment, and
control of parasitism,
Not for human use
Restricted Drug (CA} Use only as directed.

Distributed by: WETHE onze e

@ Animal Health
Exton, PA 13341, USA

Dv. of Phzer Inc )
NY, NY 10017 15-5271-00-X10
Made in USA
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770 —(35ml) —
$50tb — (25 mt) —
30 —{1Sml) —

DOSING CuP

A Rotate the cup on the bottle neck until
tight {so the spout s aligned at the mid-
point on the wide side of the bottie).

B Select the dose

—Twist the dosing screw @ to the desired
position, so that the correct number of mLis
shown at the set dose mark (@ DOSAGE
(mUT }

—The frst complete turn of the dosing
screw will set the dose at 10 mL {i.e. 220 ib
or 100 kg of body weight): “10” shows on
the screw at set dose mark @. Each addi-
tional turn increases the dose in 5 mL incre-
ments (1e 110 1b or 50 kg of body weight) up
to 50 mL.

C Overfill the dosing cup by squeezing the
bottle, until the level of liquid goes over the
selected dose, then release the pressure.
The hquid will automatically come down to
the selected dose

D. Paur the product along the back of the
animal.

GODET APPLICATEUR

A Serrer le godet en pivotant sur le col de
12 bouterlle {pour que le godet soit correcte-
ment installé lorsque le bec est aligné avec
la partie large de ia bouteille).

B Choisir une dose

~+ Tourner la vis de réglage @ jusqu'a la
position déstrée, pour que le nombre cor-
rect de mL sort visible & la marque de
réglage de la dose (@ POSOLOGIE (mL} T).

— Le premier tour complet de la vis régle {a
dose 3 10 mL {i.e. 100 kg ou 220 Ib de poids
corporel): “107 3 la marque de réglage de la
dose sur {a vis ®. Chaque tour additionel
augmente fa dose de 5 mL (50 kg ou 110 1b
de poids corporel) jusqu’d 50 mL

C Remplir le godet applicateur, 3 excds, en
pressant sur la bouteille jusqu'a ce que le
niveau du hquide dépasse la dose choisie,
et purs reldcher la pression. Le liquide
retournera automatiquement 3 la dose
choisie.

D Verser le produt le long du dos de I'animal.

993 10-5271-00-3

—— 350Kg —(35 m) ——
—— 250 Ko —(25 m) ——
——— 150 Kg —(15 mf) ——
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nd cations: For treatment and control of gastrointestinal
roundworms, lungworms, eyewarms, grubs, biing and
suck ng lice, hom flies, and mange mites in cattle. See
package insert tor complete indications and directions
for use

Dectomax Pour-On solution has been proved to effec-
tively control infections and to prute ct came from rem-

fection with Coopena ph S,
Ostertagia osterugi Oesophagosmmum radiatum lor

28 days and Coap hus placei for
35 days after treatment.

Management Considerations for Horn Flies
Dectomax Pour-On solution provides 7 days of persistent
activity against hom flies, The product should be used as
part of an integrated control progeam and be combined
with other methods for extended hom fly control. For
optima hom fly control, consult with your veterinanan
or a fivestock entomologist.
Recommended Dose: 1 mL (5 mg doramectin) per 22 Ib
10kg of body weight admimistered by the topical route.
Wam ng: Flammable! Keep away from keat, sparks,
open { amea, and other sources of ignition.
Residue Warning: Cattle must not be slaughtered-
far human consumption withmn 45 days of treat-
ment. Not for use in female dairy cattle 20 months
of age or older. A withdrawal period has not been
established for this product in preruminating
calves. Do not use in calves to be processed for
vea
Precastion: For topical use i cattie only.
Store Below 30°C {86°F}
Protact From Light

0 sposa Oa not contamunate water by direct application
or by mproper disposal of drug contamers. Dispose of
conta ners in an approved landfill or by incineration.

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

Not for human use
Restricted Orug (CA) Use only as directed.
etEE LeE,
e =L
Orv of Pl e

Ocstrodted by
NY, NY 10017 05-5273-00-X10

Animal Health
\ Made 1n USA

Exton, PA 19341, USA

7894000 ‘

peECTOmAY.

(doramectin)

N Pour-On

Antiparasitic

0.5% pour-on solution for cattle
5 mg/mlL

Net Contents: 2.5 liters

NADA #141-095, Approved by FDA




7894000

PECTOMAY.
(doramectin)
ENEE: Pour-0On

Antiparasitic

0.5% pour-on solution for cattle
5 mg/mlL

Treats 100 550-1b animals

Net Contents: 2.5 liters

NADA #141-095, Approved by FDA

B T T L

Dosage and Administration: Apply topically
along the mid-line of the back in a narrow strip
between the withers and tailhead. Dosing
guidelines are provided in the following table:

Body Weight (Ib) Dose {mL)

Upto 110 5mL*
111-220 10mL
221-330 15 mL
331-440 20mt
441-550 25mL
551-660 30 mL
661-770 35 mL
771-880 40 mL
881-990 45 mL

991-1100 50 mL

* Administer using an appropriate dosing gun.

For animals heavier than 1100 Ib, increase the
dose by 5 mL for each additional 1~110 Ip of
body weight.

Ml

0




Indications: For treatment and contral of gastrointestinal roundworms, fungworms, eyeworms,
grubs, biting and sucking lice, harn flies, and mange mites in cattle. Consult your veterinarian for
assistance in the diagnasis, treatment, and control of parasitism. See package insert for complete
indications and directions for use.
Dectomax Pour-Cn solutior has been proved te effectively control infections and to protect
cattle from reinfection with Cooperia oncophara, Dictyocaulus viviparus, Ostertagia ostertagi,
Oesophagostomum radiatum for 28 days, and Cooperia punctata, Haemonchus placei for 35 days
after treatment.
Management Considerations for Horn Flies
Dectomax Pour-On solution provides 7 days of persistent activity against horn flies. The product
should be used as part of an integrated control program and be combined with other methods for
extended horn fly control. For optimal horn fly control, consult with your veterinarian or a livestock
entomologist.
Warning: Flammable! Keep away from heat, sparks, open flame, and other sources of ignition.
Dectomax Pour-On solution for cattle may be irritating to human skin and eyes, and users should
be careful not to apply it to themselves or to other persons. Operators should wear protective
clothing including a long-sleeved shirt, rubber gloves, and boots with a waterproof coat when
applying the product. Protective clothing should be washed after use. If accidental skin contact
occurs, wash the affected area immediately with soap and water. If accidental eye exposure
occurs, flush the eyes immediately with water and get medical attention. Wash hands after use.
Do not smoke or eat while handling the product. _
Residue Warning: Cattle must not be slaughtered for human consumption within 45 days
of treatment. Not for use in female dairy cattle 20 months of age or older. A withdrawal
period has not been established for this product in preruminating calves. Do not use in
calves to be processed for veal.

Precautions: This product is to be applied to skin surface only. Do not administer orally or
parenterally. Do not apply to areas of skin which are caked with mud or manure.

Use Conditions: Varying weather conditions, including rainfall, do not affect the efficacy of
Dectomax Pour-On.

Store Below 30°C (86°F)
Protect From Light

Disposal: Do not contaminate water by direct application or by improper disposal of drug contain-
ers. Dispose of containers in an approved landfill or by incineration.

Consult your veterinarian for assistance in the diagnosis, treatment, and control of parasitism.
Not for human use
Restricted Drug (CA) Use only as directed.

e QD e

Distributed by:
@ Animal Health
Exton, PA 19341, USA
. D of Pfizer Inc 15-5273-00-X10

NY, NY 10017 Made in USA




Connect the pour-on apphicator to the backpack as follows.
Attach the open ead of the draw-off tubing to the pour-on applicator

Attach draw-off tubing to the cap with the stem. Replace shipping cap
with the cap that has the draw-off tubing. Tighten the draw-off cap.

Gently pnme the pour-on applicator, checking for leaks {see mnsert).
Follow manutfacturer’s directions for correct use and care of the equipment.

Apphcators compatible with this formulation are available for use with
Dectomax Pour-0n for cattle

Some applicators may be incompatible with this formutation.

Pour-On Backpack
Strap and
Draw-Oft Assembly
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Indications: For treatment and control of
gastrointestinal roundworms, lungworms,
syeworms, grubs, biting and sucking lice,
horn flies, and mange mites in cattle, See
package wnsert for complete indications and
directions for use.

Dectomax Pour-On solution has been proved

to effectively control infections and to protect —a—

cattle from reinfection with Cooperis anco- = ’r—- n

phora, Dictyocaulus viviparus, Ostertagia

ostertagi, Oesophagostomum radiatum for : n

28 days, and Cooperia punctata, Haemonchus ——] A ®

placei for 35 days after treatment. -
Managemant Considerations for Hom Fies ( d ’ ’ ' t )
Dectomax Pour-On solution provides 7 days Or a e C In
of persistent activity against homn flies. The

product should be used as part of an inte-

grated control program and be combined with

other methods for extended horn fly control.

For optimal hor fly control, consult with your

veterinarian or a livestock entomologist.

Recommended Dose: 1 il (5 mg doraméctin) *

per 22 1b {10 kg) of body weight administered

by the topical route.

Warmning: Fammable! Keep away from heat,

i:::i:!::;“opon flame, and other sources of - Antip ar a Siti C : .

Residue Waming: Cattle must not be
slaughtered for human consumption
within 45 days of treatment. Not for
use in female dairy cattle 20 months of .
age or older. A withdrawal period has kA
not been established for this product ’
in preruminating calves. Do not use in

calves to be processed for oo, 0.5% pour-on solution for cattle

Precaution: For topical use in cattle only. K
Store Below 30°C (86°F) .
Protect From Light e — 5 mg/mL — . u
Di I: Do not contaminata water by direct

Pour-On

apprlicnt'von or by improper disposal of drug
tai Di iners in an

S. p
approved landfill or by incineration.
Consult your veterinarian for assistance

in the diagnosis, treatment, and control of

e Net Contents: 5 liters

Restrictad Drug {CA) Use only as directed.

A st . L s

, ;4
e @ o NADA #141-035, Approved by FDA *%
Distributed by Iiiz
@ Animal Health §
Exton, PA 15341, USA &
O of Phzer Inc ¥
NY. NY 10017 B
05-5275-00-X10 \Q‘
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Indications: For treatment and control of gastrointestinal roundworms, lungworms,
eyeworms, grubs, biting and sucking lice, horn flies, and mange mites in cattle. Consult
your veterinarian for assistance in the diagnosis, treatment, and control of parasitism.
See package insert for complete indications and directions for use.
Dectomax Pour-0n solution has been proved to effectively control infections and to pro-
tect cattle from reinfection with Cooperia oncophora, Dictyocaulus viviparus, Ostertagia
ostertagi, Desophagostomum radiatum for 28 days, and Cooperia punctata, Haemonchus
placei for 35 days after treatment.
Management Considerations for Horn Flies
Dectomax Pour-On solution provides 7 days of persistent activity against horn flies. The
product should be used as part of an integrated control program and be combined with
other methods for extended horn fly control. For optimal horn fly control, consult with
your veterinarian or a livestock entomologist.
Warning: Flammabie! Keep away from heat, sparks, open flame, and other sources of
ignition.
Dectomax Pour-On solution for cattle may be irritating to human skin and eyes, and
users should be careful not to apply it to themselves or to other persons. Operators
should wear protective clothing including a long-sleeved shirt, rubber gloves, and boots
with a waterproof coat when applying the product. Protective clothing should be
washed after use. If accidental skin contact occurs, wash the affected area immediately
with soap and water. If accidenta! eye exposure occurs, flush the eyes immediately with
water and get medical attention. Wash hands after use. Do not smoke or eat while
handling the product.

Residue Warning: Cattle must not be slaughtered for human consumption

within 45 days of treatment. Not for use in female dairy cattle 20 months of

age or older. A withdrawal period has not been established for this product

in preruminating calves. Do not use in calves to be processed for veal.
Precautions: This product is to be applied to skin surface only. Do not administer orally
or parenterally. Do not apply to areas of skin which are caked with mud or manure.
Use Conditions: Varying weather conditions, including rainfall, do not affect the
efficacy of Dectomax Pour-On.

Store Below 30°C (86°F)
Protect From Light

Disposal: Do not contaminate water.by direct application or.by improper disposal of . ... . __
drug containers. Dispose of containers in an approved landfill or by incineration.

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

Not for human use
Restricted Drug (CA) Use only as directed.

e O

Distributed by:

@ Animal Health
Exton, PA 19341, USA

Duv. of Pfizer Inc 15-5275-00-X10
NY, NY 10017 Made in USA




Connect the pour-on applicator to the backpack as follows: f
Attach the open end of the draw-off tubing to the pour-on applicator.
Autach draw-off tubing to the cap with the stem. Replace shipping cap with the cap V]

that has the draw-off tubing Tighten the draw-off cap.
Gently pnime the pour-on apphcator, checxing for leaks (see insert).
Follow manufacturer's directions for correct use and care of the equipment.

Apphcators compatible with this formulation are available for use with Dectomax
Pour-On for cattle.

Some applicators may be ncompathle with ths formul

...... apphcato

Strap and
Draw-Off Assembly

Pour-On Backpack
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{doramectinj
Pour-On
Antiparasitic

0.5% pour-on solutioa for cattle
5 mg/ml

PRODUCT DESCRIPTION Dectomax Pour-On solution is a
ready-to-use, systemicaily active, claar, light blue sokition
contaimng 0 5% w/v doramectin (S mg/mLi Itis formulated
to delver the recommended dosage of 500 mcg/kg

{221 mcg/ibi of body waight when grven by topecal admims-
tration ot the rate of 1 mL/22 b {10 kg} of body weight.
PRODUCT CHARACTERISTICS: Deactomax Pour-On solubon
15 & highly sctive, broad-spectrum parasiticide for topcal
sdmicustration to cattle ft contsins doramectin, & novel
farmentation-derved macrocyche lactone discovered by
Pfizer Inc Dorsmectin is isolated from fermentations of
selected strams derved from the soil orgamvem Strepto-
myces &

A primary mode of action of macrocyeli lactones is to
modulate chionde 1on channel sctvity in the nervous
system ol and artheopods M yel lac-
tones tind to receptors that mcrease membrane perme-
abikity to chlonde 1ons Thes ichibits the alectrical actvity
of nerve celis in nematodes and muscle cells in arthropods
ond causes parelysis and death of the parasites In mam-
mals, the neuronal receptors to which macrocycix lac-
tones bind are locshized within the central nervous system
{CNS), & site reached by only negligble concentrations of
doremectin

One dose of Dectomax Pour-On solution effectively treats
and controls @ wide range of roundworm snd arthropod
parssites that impair the hesith snd productivity of catte
Studies have demonstrated the safety margwn of dora-
mectin In USA trals, no toxic signs were seen in cattle
grven up to 25 dmaes the recommended dose of Dectomax
injectable solution A study using D L bl

ADMINISTRATION Dectomax Pour On solution should be
apphed topically slong the aud-kne of the back in ¢ asrrow
strp between the withers end tadhead

Oosing Cup (250-mL and 1L botttes}

A dosing cup 15 provsded for use with Dectomax Powr On
solution suppleed i 250-mi and 1-L botdes The Dectomax
Pour-0n solution dosing cup should be instalied by rotating
the cup on the hottle nack untd ight When mstalled cor-
rectly, the spout ts aligned at the med-pomt on the wade
stda of the bottle

The curved end of the dosing cup tube should be posi
tioned at the bottom of the bottle on the side oppasite the
spout When the dosmg cup 15 m the closed posihon
{"1ero” at set dosage meck on screw), product does not
enter the cup reservorr Select ¢ dose {1 mLper 221b

{10 kg} of body weight] by twisting the dosing screw on the
top of the dosing cup 1o the deswed position The first com
plete turn of the dosing screw wll set the dose at 10 mL
{710” shows on the screw at set dose mark} Each sdditional
tum increases the dose i 5ml mcrements untl e maw
mum dose of 50 mL {50” «s the bottom number showing on
screw at the set dose mack)1s reached When body weight
15 between weight markings on the dosng cup, use the
higher dose volume

eservorr, hold the bottle upnght snd
squeeze 1t until a shght excess hes been delivered us indi
cated by the calbration bnes Aelease the peessure snd
excess will automatic ally drain from the resecvor and
return 1o the bottle

Tilt the bottle to deliver the dose Dectomax Pour-On soks
tion should be delrvered to cettie on the back in a single
pass from the wathers to the tadhead

Appleicators (25-L and S-L betdes)

Applicators are avadable for use with Dectomax Powr On
solution supplied m 7 5 and 5 Lbackpacks Directons foc
2 recommended applicetors are pronided below Some
wath tus f

To fll the dosing «

1 Replace the stupping cap on 25- o¢ 5 L backpack vath
the draw-off cap provided and tighten fmly
1 Theead the draw off tubing through the ant kink spang
Attach the tbe to the draw-off cap Screw the spang
counter clockwase over the winng and drew-off spigot
3 lavert the backpack
4 Set the dose to mexsmum (S0 mL) Gently poma the upph-
cator, checking lor lesks To prme, place the nozde wto a
clean, dry receptacie end depress lever fully Pump 3-4
short sirokes ensuring that the piston reaches the end of
the cyknder, and then release the lever completely 1o il the
cylinder A small aw bubble may sppear wathen the cylinder
This will not atfect the dosing sccuracy
S Set the requwed dose and admemuster
6 To disconnect the system, proceed as follows
a} Set backpack n upwerd posttson
b) Dischecqe residusi matens! from the apokcator
and draw off (ubing nio s sepacate, clean,
dry receptacle
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solution also demonstrated safety in neonatal celves
treated wath up to 3 tmes the recommended dose. in
breeding snimals {bulls, and cows during folliculogeness,
genesis, impl and through 18

dose 3 bmes the recommended dose of Dectomax Inject-
able solution had no effect on breeding pecformance A

h kinetic study d d that systemic expo-
sure to doramectn from Dectomax Pour-On was less than
systemic exposure to dorsmectn from Dectomax Injectable
solution
PRODUCT INDICATIONS Dectomax Pour-On solution is
mdicated for the treatment and control of the following
speciesof g i i dh fung
worms, grubs (see PRECAUTIONS], buting and sucking |
horn flies, and mange mites in catde. Consult your veteri-
narian for assi w.the diagaosi: and.con

trol of parasitsm
Gastrointestinal roundworms
Ortertegie ortartageladuite sod L, mcluding mbdwted larvee!
0 fyrate (aduks)
Haemonchus placer {aduks and L]
Trnchostrongylus axei{aduks snd Ly}
T colubrformés (aduits and Ld
Cooperis oncophors (aduits! and Ly}
€ pectinata {aduks)
€ punctata ladults and )
C. sumebeda (aduits)
Bunastomum phlebotomum (1 duks)
Oesophagostomum rediatum {edults and )
Tnchuns spp (aduhts}
1 Efficacy below 0% was ob
0 some chrvcal studies

Lungworms {aduhs snd fourth stage larvae)

d squiast aduk C. h

Dictyocaulus vivipacus
Eyeworms Grubs

Thelans gulosa ladults) Hypaderma bovrs

T skrjaburu {udutts) H knestum
Lce Hom Flies

Baing Lice Haemaetobes aritans
. Demalina bows Mange Mees

Sucking Lice Chonaptes bovis

H 5 LY scebiet

Lmognathus vwiuk Y
Sotenopotes capdatus

Dectomax Pour-On solution has been proved to effectively
contrdl mfections end to protect catte from reinfection
with Cooparta hore, Di lus vivi

o H Oetooh

ol g redistum for

18 days, snd Coopania punctata, Heemonchus places for

35 days after reatment.

Management Considerations for Herw Flies

Dectomax Pour-On soluvtion prowides 7 deys of pereintent
actanty against hom fues. The product shouid be used as
part of an integratad control program and be combined with
other methads for extended horn fly control. For aptimal
hom fly control, consult wath your veterinanen or ¢ fvestock
entomologist.

DOSAGE. Admuruster Dectomax Pour-On sokson 1o catde
topically at a dosege of 500 meg doramectn per kg

{227 mcg/tb] of body weight Each mL conteins § mg of
docamectn, sufficrent 1o treat 22 1 (10 kg) of body weight
For the bast resutts, Dectomex Pour-On solution should be
 part of a parasre coatrol progrem for both internal and
external paresites besed on the apidemiology of these par-
asites Consult a nenan or e entomologist for mfor-
mation reqerding the most effective tmmg of appic atons

7 Foliow the manufacturer's recommendstion (or care and
mamtenance of the dosmg spplicetor

8 Remove the drew-off cap Replsce with the origmal cap
and tghten fiemly

Syrvet Pour-sn Applicater Systom

1 Replace the shippmg cap on the 25- or 5-{ backpeck
wath the draw-olf cap provided and tighten firmly

1 Thread the draw-off wbmng through the anti-kink spnng
Attach the tube o the drew-off cap Screw the spring
clockwase over the tubing and draw-off sprgot.

3 lnwert the backpack

4 Set the dose at the mamum {50 mtl by unscrawsng the
sdpuster at the base of the handle Gently prane the appli-
cator, checking for leaks To prime, poit the nozzle wta ¢

. - -clesn-dry receptacte and genty pump.the lever back and

forth 1o expel ax from the system Whea the bemrel com-
pletely fills sfter every pming stroke, set the dose
5 Set the dose ss follows
4] Use the hendle ta slign the middle of the blue
plunger ring wath the chasen mark on the barrel
Tighten the aduster screw agemst the handle
b) Secure the dose wath the aduster screw locknut.
Note Jose sccurscy cen be checked by dispensing ¢
known number of set dases 1Mo a messunng cylinder.
Correct sny maccuracy by adustng the dose setting
screw Repeat tus procedure untl desired accuracy is
achieved
6 Admuster asch dose by fully depressmg the handle so
thst the plunger travels sts entire set length Releasa the
handle and the applicator will automaticely refil
1 To disconnect the system proceed os lollows
a} Set backpack in upward posihon
b} Discherge cesidual matenal from the apphcator snd
draw off tubing to » separate, dry receptecia
8 Follow the manufacturer’s recommendation lor care and
mamntenance of the dosmg spplic stor
9 Remove the draw-off cap Replace with the orginel cap
“and bghten firmy '

DIRECTIONS FOR USE Of APPUCATOR SYSTEM FOR 22-L
CONTAINER
1 Attsch mternsl tube to mternal tube bach on drew -off cep
provded
2 Remove shipping cap from contawer and replece with
draw-off cap
3 Place the external drew-up hose onto the externsl hote
barb, pasihoned on the outside (top} of the draw-off cap.
Screw the anv-kik spang over the hose snd hose bard
4 Actach the other and of the hose 1o the hose bark on the
pour on applcstor Screw the anti-kink sprng over the
hose end gun’s hose barb
S Set the applcetor to the maxsmum dose Prime the apph-
cator Check lor lasks, of any sx bubbles entenng the hote
Place the notrie of the apphcator mio a clean, dry teceple-
cle snd depress fnger grip, pump thete grips untl the
cyimder is full of product and the ov is removed A small
bubble may sppesr = the cyknder Thes will not sffect dos-
mnQ accuracy
6 Select the desired dose snd sdemmuster product
1 To disconnect the system, proceed as follows
o] Coretully unscrew the breather cap from the
contemer Lt the mtemel drew whbe until g 13 clear of
Oectomax Pour-On in the 22-L conteiner
bl Place the norrie of the gun beck ato the 22-L
container end squesre the finger grips until ak
praduct 1s removed from the asbe and epphcator
<] Replace orqmel shippiag cep onto the 22-1 contaner

A Fafloww manufachesr’s rarnmmandatan for care and

WARNING Flammable! Kesp away from heoat tparke spen
flarne, and other sources of ignitien Not H;r‘o':
Keep avt of roach of children The Matecrel 0".‘ i
Sheat (MSDS) contarns mere “uk‘mﬂ:‘:’
fen Teve adverse effecu .

:.o:-m-:::mm ohtam as MSUS, colt 1-808-3646-5282
Dectomax Pour On solution for cattie may be menatng to
human skin sad eyes, and users shoutd e car
apply st 1o (hem:e!ve! of to other parsons Operstors thould
waar proteclve clothing ncluding 8 long sfeeved thirt, rub
ber gloves, end boots wath & waterprool coat when spply
ing the product Protecive clathig shoutd be weshed ofter
use ) sccidentsl skun contect occurt, weth the atfecied
area immediately wath sosp snd weter 1f accrdentsl eye
exosUre 0CCurs, fiush the eyes inmediately with water
and get madical attenton

RESIDUE WARNING Cattle must not be slough

tered for human consumption wattun 45 deys of

treatment Not for use n female dewry cettle 0

months of age or older A wathdrews! penod hes

not been established for thes product i premum:

nating ceves Do notusem calves to be pro

cessed for veal
PRECAUTIONS
Dectomax Pour-On selutien has baen doveloped spacefi-
cally bor use 10 catts ealy Thie product should aet be vaed
1n other ammal apecies a8 severs adveces reacteas,
1ncluding latalrres 1o dogs, may reselt.
Tius product 15 *0 be applied to sk surfacc oaly D5 rot
admimster ocally or peranteratly

Do not spply 10 sceas of skin which are caked with mud o
menure

Wash hands sher use
Do not smoke or eat while hendbng the product

Cloudmess in the formulstion may occur when Dectomax
Pour-0n solution it stored at tamperstures below 0°C B7°F
Allgwing to warm 10 foom temperature will restore the nor-
mal appesrance without sffeching efficecy
Dectomax Pour-On toluton is tughly effectva against cattle
grubs However, propar sening of reatment is mmporient. For
most ellectve results, catile should be treated as soon as
possible sfter the end of the heel fiy (warblel season
Destruction of Hypoderme larvee (cattle grubs at the period
when these grubs ere m vital ereas may cause undesicable
host-parasite reactons including the possibility of fatalites
Kiling H. fnestum when it 1s in the assue surrounding the
quilet may cause blost, kilking H. bovis when « s m the ver-
tebre] canal mey ceuse staggenng or peralysis These
reactions are nol specific to teatment wath Dectomax
Pour-0n solution, but can occur with sny successful trest-
ment of grubs Catde should be treated ether before or
sfter the migratory phase of grub development Consult
your vetennsnen concerning the proper time for treatment.
Cattle trested with Dectomax Pour-On soluton sfter the
end of heel fiy season may be re-trested wath Dectomex
Pour-On dunng the winter for internal parasites, menge
mites, o bring snd suckmq kce, wthout denger of grub-
related resctions A planned parasite control program 15
recommended
USE CONDITIONS: Varyng westher condibons, mcluding
reinfal, do not affect the afficacy of Dectomax Pour-On
ENVIRONMENTAL SAFETY: Studies indicate thet when
doramectn comes in contact with the sod, & reedily and
tghtly binds 10 the soll and becomes inactive over bme Free
Aoramectin may sdversely affect fish and certain equatic
organisms. Do not permdt cattle 10 enter lakes, streams o
ponds for at least 6 hours aftec weatment Do not contemi-
nate water by direct appication or by the improper disposal
of dug " Dispase of wars in an spproved
landfifl or by incineration. As with other
doramectin is excreted in the dung of wreated snimals and
can miubit the reproduction and growth of pest and benafi-
cial insects that use dung s e source-of food snd for repro-
duction. The magnitude and duration of such effects ere
species and ife-cycle specific. When used according to
abel dicectons, the product is not expected 1o heve an
adverse impact on populstions of dung-dependent msects
Stare Below 20°C {86°F)
Pretect From Light
HOW SUPPUED: Dectomax Pour-On solution is svadable in
750-ml, 1-L, 2.5, S-L. and 22-L multi-dose conteners
NADA #141.095, Approved by FOA
Consuft your : for
trestment, and control of parasmsm
Not for human use

Restricted Drug {CA] Use only as directed

Virer

n the diag

Destridested by L id

Animal Health

Exton, PA 19041, USA

Ow of Plarer Inc ey
NY NY 017 b
69-5263-00-X10
Apri 2004




