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IVOMEC? Injection for Cattle General Information

I. GENERAL INFORMATION

NADA Number: 128-409

Sponsor: Merial Limited 2100 Ronson Road
Iselin, New Jersey 08830

Established Name: ivermectin

Trade Name: IVOMEC? Injection for Cattle and Swine

Marketing Status: over-the-counter (OTC)

Effect of Supplement: Extend the period of persistent activity against Dictyocaulus
viviparus from 21 days to 28 days after treatment.

II. INDICATIONS FOR USE: 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 and fourth-stage larvae
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 and fourth-stage larvae
Oesophagostomum radiatum Adults and fourth-stage larvae
Bunostomum phlebotomum Adults and fourth-stage larvae
Nematodirus helvetianus Adults
N. spathiger Adults

Lungworms Dictyocaulus viviparus Adults and fourth-stage larvae

Grubs Hypoderma bovis
H. lineatum

Sucking Lice Linognathus vituli

Haematopinus eurysternus
Solenopotes capillatus

Mange mites Psoroptes ovis (syn. P. communis var.
bovis)
Sarcoptes scabiei var. bovis

IVOMEC? Injection has been proved to effectively control infections and to protect cattle
from re-infection with Dictyocaulus viviparus for 28 days after treatment;
Ostertagia ostertagi for 21 days after treatment; Oesophagostomum radiatum,
Haemonchus placei, Trichostrongylus axei, Cooperia punctata, and Cooperia oncophora
for 14 days after treatment.
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IVOMEC? Injection for Cattle Effectiveness

III. DOSAGE FORM, ROUTE OF ADMINISTRATION, AND DOSAGE

A. Dosage Form: IVOMEC® Injection is a sterile solution containing 10 mg
ivermectin/mL. /

B. Route of Administration: IVOMEC® Injection should be administered by
subcutaneous injection.

C. Approved Dose: 200 mcg ivermectin/kg body weight (1 mL/110 Ib body weight)

IV. EFFECTIVENESS

Data demonstrating the effectiveness of IVOMEC?® Injection for Cattle for previously
approved indications are discussed in the parent NADA 128-409 FOI Summary (approval
date February 7, 1984, and in the supplemental NADA 128-409 FOI Summary (approval
date February 24, 1997). Data from the following dose confirmation trials demonstrate
that IVOMEC?® Injection for Cattle given at the recommended dosage controls infection
and protects against reinfection with Dictyocaulus viviparus for 28 days after treatment.

Note: Nematode percentage efficacies were calculated if there were six adequately
infected controls using the following formula:

[Arithmetic mean number of nematodes in control cattle) - (Arithmetic mean
number of nematodes in ivermectin-treated cattle)] + (Arithmetic mean number of
nematodes in control cattle) x 100 = Percent Effectiveness

A. Dose Confirmation: Trial ASR 15065

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

2. General design:

a. Purpose: To evaluate the persistent efficacy of ivermectin against artificially
induced infections of Dictyocaulus viviparus.

b. Animals: Thirty (30) Holstein calves (10 per group). Animals were
approximately 4 to 5 months old and weighed 157 to 234 kg at the start of the
study. Animals were free of patent infections at the time of treatment, having
been raised under parasite-free conditions and treated with fenbendazole on
Days —41 and -18.

c. Controls: Control animals received the vehicle for IVOMEC Injection for
Cattle at 1 mL/50 kg body weight. One group received a medication which is
not pertinent to this document.

NADA 128-409 Page 2



IVOMEC?® Injection for Cattle Effectiveness

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

e. Test article administration: The approved formulation of injectable solution
containing 10 mg ivermectin per mL was administered by subcutaneous
injection. One mL/50 kg body weight (200 mcg ivermectin/kg body weight)
was given once.

f. Pertinent variables measured: Worm counts were determined at necropsy which
was 49 to 50 days after treatment, 21 to 22 days after the last Dictyocaulus
viviparus larvae were administered.

3. Results — Dictyocaulus viviparus was present in adequate numbers for a
determination of efficacy.

Table 4.1. Arithmetic mean worm counts of Dictyocaulus viviparus recovered
for each group and percent efficacy

Arithmetic Mean Percent
Parasite Control IVOMEC efficacy
Dictyocaulus viviparus 20.3 0.0 100

4. Adverse reactions: No adverse reactions to treatment were observed.

5. Conclusion: This study is adequate to establish a level of persistent efficacy for
Dictyocaulus viviparus for 28 days.

B. Dose Confirmation: Trial ASR 15100
1. Investigator: Edward G. Johnson, D.V.M., Johnson Research, Parma, Idaho
2. General design:

a. Purpose: To evaluate the persistent efficacy of ivermectin against artificially
induced infections of Dictyocaulus viviparus.

b. Animals: Twenty (20) Holstein calves (10 per group). Animals were no more
than 8 months old and weighed 187 to 254 kg at the start of the study.
Animals were free of patent infections at the time of treatment, having been
raised under parasite-free conditions.

c. Controls: Vehicle for IVOMEC Injection SC at 1 mL/50 kg body weight.

d. Infection: Infective larvae were given to each animal daily, starting on the day
after treatment, according to the following schedule: Dictyocaulus viviparus
(100 larvae per day for 28 days).
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IVOMEC? Injection for Cattle Effectiveness

e. Test article administration: The approved formulation of injectable solution
containing 10 mg ivermectin per mL was administered by subcutaneous
injection. 1 mL/50 kg body weight (200 mcg ivermectin/kg body weight) was
given once. ‘

f. Pertinent variables measured: Worm counts were determined at necropsy
which was 49 days after treatment and 21 days after the last Dictyocaulus
viviparus larvae were administered.

3. Results: - Dictyocaulus viviparus was present in adequate numbers for a
determination of efficacy.

Table 4.2. Arithmetic mean worm counts of Dictyocaulus viviparus recovered for
each group and percent efficacy

Arithmetic Mean Percent
Parasite Control IVOMEC efficacy
Dictyocaulus viviparus 14.7 0.0 100

4. Adverse reactions: No adverse reactions were observed during these studies.

5. Conclusion: This study is adequate to establish a level of persistent efficacy for
Dictyocaulus viviparus for 28 days.

V. ANIMAL SAFETY

As discussed in the parent NADA 128-409 FOI Summary (approval date February 7,
1984).

NADA 128-409 Page 4



IVOMEC?® Injection for Cattle Human Food Safety

VI. HUMAN SAFETY
A. Toxicology, Acceptable Daily Intake (ADI), and Target Tissue Tolerance

The basic toxicology and residue chemistry studies that support the use of ivermectin in
cattle are summarized in the FOI Summaries for the original and supplemental
approvals of the parenteral and oral dosage forms of ivermectin under NADA 128-409
and NADA 137-006. An ADI of 1 mcg/kg/day and the safe concentrations for total
residues were assigned to cattle on the basis of the toxicology studies. The residues and
metabolism studies established 100 ppb as the tolerance for residues of ivermectin Bla
(the marker residue) in liver (the target tissue).

B. Assignment of a Muscle Tolerance

A muscle tolerance of 10 ppb ivermectin B1la was assigned following review of a
number of pivotal residue studies with the various dosage forms of the drug, which
contained values for ivermectin Bla in cattle muscle.

Data in two total residue studies, RN-189 (NADA 137-006) and RN-190 (NADA
128-409) showed that the Bla component of ivermectin represents approximately 70%
of the residues present in muscle tissue in the first one or two weeks post dosing. Those
results confirm that ivermectin Bla can serve as the marker residue in muscle tissue.

The muscle tolerance value of 10 ppb was obtained using the values for ivermectin Bla
in study CA-129, the withdrawal study submitted with the original NADA 128-409 for
the injectable formulation in cattle. Of all the studies examined, the muscle residue
data in CA-129 were best suited for the muscle tolerance assignement. CA-129 was the
withdrawal study with the highest residue values and was the only study that reported
values in muscle at relatively short withdrawal times. The 10 ppb tolerance represents
the upper tolerance limit obtained by CVM’s standard statistical procedure (99%
tolerance limit with 95% confidence) at approximaely 22 days of withdrawal.

That interval was chosen for the tolerance assignment rather than the withdrawal time
of 35 days so that the tolerance value would be well above the limit of quantitation of
the assay in muscle. The choice of 10 ppb as the muscle tolerance for ivermectin makes
it possible to identify animals that have been treated with the drug and slaughtered
shortly thereafter.

The 10 ppb muscle tolerance applies to samples collected remotely from sites of
injection with the injectable product. Muscle tissue collected at the site of injection of
the ivermectin injectable product may contain ivermectin residues that significantly
exceed 10 ppb, even though the animals were withheld from slaughter for the required
period. A higher safe concentration for residues at injection site is allowed based on
acute toxicity considerations and the minimal chance of that type tissue being

NADA 128-409 Page 5



IVOMEC?® Injection for Cattle Human Food Safety

consumed in a single serving. See the FOI Summary for a Supplement to NADA
128-409 approved on September 12, 1994, for a statement on the human food safety
assessment of ivermectin injection site residues.
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IVOMEC? Injection for Cattle Agency Conclusions

VII. 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 implementing regulations
at Part 514 of Title 21, Code of Federal Regulations (21 CFR 514) to demonstrate that
IVOMEC?® 1% Injection Solution for Cattle, when used under the proposed conditions of
use, is safe and effective to control infections and to protect cattle from reinfection with
Dictyocaulus viviparus for 28 after treatment.

For cattle, a tolerance of 100 ppb for 22, 23-dihydro-avermectin Bla (marker residue of
ivermectin) in liver (target tissue) is codified at 21 CFR 556.334. The preslaughter
withdrawal time is 35 days following one subcutaneous injection of IVOMEC® 1%
Injection for Cattle, as specified at 21 CFR 522.1192. Although no new toxicology or
residue chemistry studies were submitted with this supplement, CVM used the
opportunity to assign a tolerance for residues of ivermectin in cattle muscle. A value of
10 ppb ivermectin Bla is assigned as the tolerance in cattle muscle tissue.

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

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

The agency has determined under 21 CFR 25.33(a)(1) that this action is of a type that
does not individually or cumulatively have a significant impact on human environment.
Therefore, neither an environmental assessment nor an environmental impact statement
is required.

Under section 512(c)(2)(F)(iii) of the FFDCA, this approval for food producing animals
qualifies for THREE (3) years of marketing exclusivity beginning on the date of approval
because the supplemental application contains substantial evidence of the effectiveness of
the drug involved, any studies of animal safety, or, in the case of food producing animals,
human food safety studies (other than bioequivalence or residue studies) required for the
approval of the application and conducted or sponsored by the applicant. The THREE
years of marketing exclusivity applies only to the new claim for which the supplemental
application is approved.

IVOMEC?® 1% Injection for Cattle is under U.S. patent number 4,199,569, which expires
on October 3, 1999, and patent number 4, 853,372, which expires August 1, 2006.
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IVOMEC? Injection for Cattle Agency Conclusions

VIII. APPROVED PRODUCT LABELING (attached)

A. Facsimile base label and package outsert — 1,000 mL container
B. Facsimile bottle label and package insert — 50, 200, 500 mL containers

C. Facsimile box carton — 50 mL container
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/WCAHONS
For the treatment and control of gas-

gworms,
fice, and mange miles. See package
insert for complete indications and use
dicections.

RECOMMENDED DOSE

Cattle: 1 mL per 110 ¥ body weight
Swine: 1 mL per 75 b body weight

IVOMEC is a registered rademark
of Merial.

LotNo & Exp Date w

Injection

for Cattle and Swine

1% Sterile Solution

\8911)045: U.S. Pat 4,199,569

WARNING

Not for use in humans.

Koep this and sl druge out of the
reach of chlidren.

RESIDUE INFORMATION: Do
not treat cattie within 35 days of
slaughter. Because a withdrawal
time in milk has not been estab-
fished, do not use in fomale dairy
cattie of breeding age.

Do ot traat swine within 18 days
of slaughter.

PRECAUTIONS: For subcutaneous
injection in catfle and swire only.

Protect product from fight.

Merial Limited, tsefin, NJ, US.A.

_/

Component shown at 120%

of actual size.
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Consull your velerinarian for assistance in the diagnosis,
reatmant, and control of parasitism.
gHDICATIONS
Cattle: Treatmen! and control of gastointestinal roundworms
including inhibited Osterlagia ostertagy), lungworms, grubs (nole
nsert precaulions), sucking fice, and mange miles in callle.
wine: Treatment and conlrol of gastrointestinal roundworms,
ingeorms, lice, and mange mites in swins.
RECOMMENDED DOSE
Cattie: 1 mL per 110 Ib body weight
Swine: 1 mL per 75 1b body weight
See package inser! for complete indications and use dlrecuons
FRECAUTIONS
Far subcutaneous injection in catlle and swine only.
+rotect product from fight.
{*/ONEQC (ivermectin) Injection for Catle and Swine has been
dp‘feloped specifically for use in caltle, swine, reindeer, and
American bison only. This product should not be used in other

animal species as severe adverse reaclions, mcludmg fatalities in
dogs, may resull.

IVOMEC and Catlle Head Logo are registered trademarks of Merial.
U.S.Pal. 4,139,569 Made in USA.
84237F

omec

(verme ctin)
Injection

tor Catile and Swine

TAKETIME

OBSERVELABEL
DIRECTIONS

WARNING

Not for use in humans.

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

RESIDUE INFORMATION: Do not
Treat catlle within 35 days of slaughter.
Because a withdrawal time in milk has
not been established, do not use in
female dalry callle of breeding age.

Do not treat swine within 18 days
of slaugnhter, -

T

Product

(wermectm)

Injection ..

for Cattle and Swine
1% Sterile Solution

A Parasiticide for the Treatment and Control of
Internal and External Parasites of Cattle and Swine.

fwormecting
Injection
for Catlle and Swine
Lot No & Exp Dzte W

Merial Limited
Iselin, NJ, US.A.

J

3 50604-47430




Product 41383

omecC

(ivermectin)

1% Sterile Solution
Consult your inarian for assi in the diag

and controf of parasiti
INDICATIONS
Cattle: Treatment and control of gastrointestinal
roundworms {including inhibited Ostertagia ostertagi),
tungworms, grubs {note insert precautions), sucking lice,
and mange mites in calile.
Swine: Treatment and control of gastrointestinal round-
worms, lungworms, lice, and mange mites in swine.
RECOMMENDED DOSE
Catlle: 1 ml per 110 1b body weight
Swine: { mL per 75 Ib body weight
See package inserl for complete indications and use
directions.

Lot No &}

Exp Date

500 mL

|I1j9¢ti0l‘l for Cattle and Swine

WARNING
Not for use in humans.
Keep this and all drugs out of the reach of children.

RESIDUE INFORMATION: Do not freat cattle
within 35 days of slaughter. Because a withdraw-
al time in mik has not been estabiished, do not
use in female dairy cattle of breeding age.

Do not treat swine wilhin 18 days of slaughler.

PRECAUTIONS
Use attomatic syringe aquipment only. For subcutaneous
njection in cattle and swine only. Protect product from light.

Merial Limited, Iselin, NJ, US.A. 8913204F
IVOMEC is a registered
trademark of Merial.

MERIAL

U.S. Pal. 4193.569
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(vermoctin)
Injection for Cattle and Swine

1% Sterile Solution
Consult your veterinarian for assistarce in the diagnosis, treatmen!, and control of
parasitism,

INDICATIONS

Cattte: Treatment and control of gastrointesiinal roundworms {including inhibited
Ostertagia oslertag), ungworms, grubs (note insert precautions), sucking lice, and
mangae mites in cattle.

Swine: Treatmant and control of gastrointesiinal roundworms, tungworms, fice and
mange mites in swine.

See package inser! for complete indications and use directions.

RECOMMENDED DOSE

Cattle: 1 mL per 110 b body weight Swine: 1 mi per 75 Ib body weight
WARNING

Not for use in humans.

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

RESIDUE lwoﬂulmy;ﬁDo PRECAUTIONS
not treat cattle within 35 days of & 1ise automatic syringe equipment only. For
slaughter, Becauss a withdrawal Bl subcytanaous injection in cattie and swire

time in milk has not been estab- "
Fhed, do ot yse nfemale cairy only. Protect product from hight.

catile of broeding age. Merial Limited, Iselin, NJ, U.S.A.
Do riot treat swine within 18 days § IVOMEC is a registered frademark of Merial.
of slaughter. LotNo & Exp Date w  8O13104F

'

| - MERIAL
\300 ML us pate1soses =

Component shown at
120% of actual size.



(wérmectm)

Injection for Cattle and Swine

1% Sterile Solution
Consult your velerinarian for assistance in the
diagnosts, treatment, and control of parasitism.
INDICATIONS
Cattlg: Treatment and conlrol of gastrointestinal
roundworms {including inhibited Ostertagia osterfagr),
lungworms, grubs (nole insert precautions), sucking
fice, and mange mites in cattle.
Swine: Treatment and conirof of gastrointestinal
roundworms, fungworms, lice, and mange mites in
swine.
RECOMMENDED DOSE
Cattle: 1 mL per 110 b body weight
Swine: 1 ml. per 75 b body weight
Sea package insert for complete indications and use
directions.

Lot No &

Exp Date ’

1000 mL

WARNING
Not for use in humans.
Keep this and all drugs out of the reach of children.

RESIDUE INFOHMATION Do not treat cattle
within 35 dans of slaughter. Because a withdrawal
fime in mik has not been eslablished, do nol use
in female dairy cattle of breeding age.

Do nal treat swine within 18 days of slaughter.

PRECAUTIONS

Use automatic sytinge equipment only.

For subculaneous injection in cattle and swine only.
Protect product from light.

Merial Limiled, Iselin, N, US.A 8913305F
IVOMEC is a registered
trademark of Merial.

MERIAL

U.S. Pal. 4,193.569




When using the 1000 mL pack size, use only auto-
squipment. As with any injection, sterila

equipment shouid be used. The injection sila should
ned and disinlected with alcoho! bators injac-

. The rubber stopper should also be disinfected
alcohol Lo preven contamination of the contents.
and jent pain reactions may ba seen in some

subcutaneous administrafion.

ecommended Treatmant Program

7 18437
E i

i of iniating any parasite control program, it
hwf‘hﬂhhulllbnedin%lmin the herd.
Tre Inital treatment, use IVOMEC® {vermectin}
injoction regularly as follows:
BREEDING ANIMALS
Sows:  Traal prior fo tamowing, preferably 7-14 days
befors, to minimize infection of piglets.
Gits:  Treat 7-14 days prior o breeding.
Troat 7-14 days prio¢ to tavowing.
Bosrs: Fraquency and need for tredtmants are
depandent Lipon exposure.
Treat at loast two tmes a year.
FEEDER PGS
(thmmmﬂridnn)
AN weanerfloeder pigs should be trealed bekore place-
mont in clean quarters.
anmodhwhwdwiorpnsmmued
retreatment i reintection occurs.

i77

NOTE:
w‘NOMEC (vermactin) Injection has a persistent drug
suffcient ko control nvle infestations throughout the

1o adult Ke cycle. However, since the ivermectin

Is not immediate, care must be laken to prevent
einfestation from exposure to untreated animals of
{aciitios. Generally, pigs should not be

moved to clesn :ﬂl’hﬁ or exposed lo uninlested pigs slaughter. 1o treatment with IVOMEC, but can octur ted in Delawase, USA a3 Merial LLC)
for approximately one week alter trealment. Sows with any successful trealment of grubs. Cattie Mkl Limited
MIEI be n&:{d;l":ut one week before farrowing to PRECAUTIONS should :" ":;)l(“ aithe: b.'&'u.\ ar after lhese laalin, NJ, USA.
Trinkvize trans! les to newborn baby pigs. Fransitory discomfort has been observed in some stagos of grub development, sull your veteri- ; .
(2} Louse sggs &1e unatiecied by IVOMEC Injection and cattle following subculaneous administrafic. A low n-r?an conceming the prope time for treatment. ﬁu Riqhhl ﬁ.‘,ﬁ.d‘ Hore Ui WS&
s ? s ]
i
) ' '
' ' T
‘4,———» 237 vt 2% - el—— 2 - -— 2N

myreqlwwhhmewedtslohawh.kaM
tations developing from haiching eggs may require
retreatment.

(3) Consult a vetetinarian for aid in the di ]
and control of internel and exlernal parasites of

swine.
Spaclat Minor Use

 For the treatment and control of warbles
(Dedemagena 1arandi) in reindeer, inject
200 micrograms ivarmectin per kilogram of body
weighl, subcutaneously. Follow use directions for
cattie a5 described under ADMINISTRATION.
American Bison: For the trealment and control of
grubs {Hypoderma bowls) in American bison, inject
200 micrograms Ivermectin per kilogram of body
weighl, subcutansousty. Follow use directions for
calts as described under ADMINISTRATICN.

RESIDUE INFORMATION: Do nol wreat
reindesr o Amwrican bison within B weeks
(56 days) of slaughler.
WARNING
Not for use in humans.
Keep this and all drugs out of the reach of
chiidren.
The Material Safety Dala Sheet (MSDS) contains
more detailed occupalional safety Infarmation.
To teporl adverse effacts, in an MSDS or for
assistance, bontact Merial al 1-888-637-4251.

RESIDUE INFORMATION: Do not treal
callle within 35 days o slaughter.
Because & withdrawal time in has
fot been esteblished, do not use in
fomate dairy caltie ol broeding age.

Do nol Ireal swine within 18 days of

‘
1
'
'
i
i

utldumdsoﬂhw-rwdhgdﬁmh)oc\ionsho
has baen observed. Thase reactions have disap-
peared without treatment. For caltle, divide doses
greater than 10 mL batwesen two injection sites 1o
reduce occasional discomiort or site reaction.
Uss sterile equipment and sanitizé the injection site
applying & sultable disinfectart. mr'umpndy
disinlected needies should be utad lo reduce the
potential for injaction site infecions.
Dbserve cattle for injection’site reactions.
R o to clostridial infection and
should be lggnsswely treated with appropriate
tbiofice. I injection site infacions are suspected,
consull your veterinarian.
This product is not for Intra # or intramuscular
use.
Protect product from Tight.
IVOMEC Injection for Cattle
for use.

developed

deer, and American bison onf . This product
should not be used in other afimal specles as
sevare adverse reactions, ingtuding {atalities in
dogs, may rasul. LA

When to Treat Cattie with Grubé

IOMEC effectively conirols afi stages of catile
grubs. Howevar, prmm::&‘d {reatment is
important. For most tive s, calife should
be treated as s00n as possible of or the end of the
hesl fiy (warble fly) unon.yosshucllan ol
Hypodarma tarvae {cattle grubs) ai the period
when these grubs are in vilel areas may cause
undasirable host-parasite reactiqns including the
possibilty of atakties. Kiling fnsatum
when it is in the fissue su the esophagus
{guliel) may cause salivation and bloat; killing
H. bovis when 1Lis in e vertebral canal may cause
slaggaring of parelysis. These reactions are not
spoéfl:

Swine has been
In caltle, swine, rein-

Catlte Ireated with VOMEC after bha end of the hedl
fly saason may be retrealed with IVOMEC
during the winter for inlernal parasites, mites,
or sucking lica without danger o grub-
related reactions. A planned parasite control
program is recommended.

Environmental Safely
Sludies indicate that when ivermactin comes in
contact with tha sod, il readily and tightly binds to the
sl snd bacomes inactive over time. Frae ivermectin
may adversely allect fish and certain waler-bome
organisms on whi they feed. Do not W watar
runoft from leedlots or production sites lo snter
fakes, siraams, of ponds. Do not contaminala walef
by direct appfication o by the r disposal of
drug conlainers. Disposa ol containers in an
approved fandfil incineration.
HOW SUPPLIED
IWOMEC (ivermactin Injection lor Catfle and Swine
is available in & 1000 mL soft, collapsible pack
jonad lor use with automalic syringe equi .
Each pack contains sufficient solufion 1o treal
head of 550 Ib (250 kg) catte or 2000 head of
381b (17.3 kg) swine.

(Merlal Limited: Regislared in England and Wales
{Rag. No. 3332751] with registered oflices ul
27 Knightsbiidge, London, SW!X 7QT, England and
domestical

Product 412}&

fvomec

{ivermectin}

injection
for Cattie and Swine
12, Sterile Sofution

A Parasiticide for the Treatment and Control of
Internal and External Parasites of
Cattle and Swine.

n L USA

HATA 120
A by Gt FTA

Consuit your veterinarian for assistance in the

diagnosis, treatment and control of parasitism.

1000mL
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MODE OF ACTION erwml.:ﬂ front :‘; g‘r»b:rmd lhozgohouldu at the recom- ADMINISTRATION
Ivetmectin in a mamber of he macrucychc lactons class Linognathu: mend
of endectotides which have a unigue mode of action. Haoma “ ram of body weight, E“h L of 'VOMEM VOMEC Inl!cthn Is to be |lvcn subcutaneously
ompounds of e s bind selecively and with high  Solercpowes epllabe ing 10 o 1 Ivemmaciin, sufficlent 10 tre81 gty 1o reduce risk of potentlally fatal clostridial
affinity 1o glulamate-gated chioride lon channels which  Mttes (s "0"(50" ) weight {maximum 10 mL pe  intection of the w.euon site, Animals shoutd b.
occu I v bcae rarve s sl oot s lwcs o Prasbodd T P communs va. bovke) sopropraiey rstained o dcievs P route of
= an incraase I the permeability of the cell membrane Yo . thMUudl‘W Y20 Y4 needie s
Iniectlon Chiotid ons wih hypecpolarizaton of e nerve ormus.  Peraistent A HMYG\:)M' iar sopestd.Inec undr 1 ogen ki in ot of o
for Cattle and Swine cle cel, resuliing in parslysiz and death of the parasie. INOMEC has bsen proved I eflecively conol the shauider {sea Husiration).
Compounds of this class may wlso interact with other lnbcﬂam 1o protect um from re-infaction with 20 2
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Porsistont Activity
VOMEC injection has been To oife control Infections and
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20 days alter treatmant; Ostartagia ostedagi for 21 days afier
Irastment; Dasophagostomum radistum, Hasmaonchus placel,
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“IVOMEC, Catte Hasd Lago #nd Pig Head Loga ars registered
Wndomacks of Merdal.

RESIDUE INFORMATION: Do not tresl reindesr of
American bison wihin § woeks (56 days) of staughtar,
WARNING
Nt For use In hunane.
Koap tis and o drugs o1l of the reach of children
Tha Matorinl Safety Data Shewt {MSOS} containe mors detafied
oty To repont adverse sliacts, obiain an
MSDS or for sssistance, cortact Medel of 18886374251,

RESIDUE INFORMATION: Do not treat catthe within
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HOW SUPPLIED
INOMEC {njection lor Cattle and Swina is avalable in four reedy-to-use
pock sree:
Tha 50 mL pack is & muicle-dose. ubber-capped botde. Each bottle
cortsing tufficient soluion o Veal 10 head of 550 b (250 g} calthe or
100 bead of 38 (17.3 kg) wwine.
The 200 mL pack s & 30f, collapsible pack desi
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swioe.
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{Medal Limked. Nagistered in England and Wales [Reg. No. I312751]
with caglstered offices &t 27 Knightsbridga, London, SWIX 70T,
England snd domesticated in Delaware, USA as Meca {LT].
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(ivermectin)

Injection

for Cattle and Swine
1% Sterile Solution

Consult your inarian lfor assi in the di
and controf of parasitism.

INDICATIONS

Cattle: Treatment and control of gastrointestinal roundworms
(including inhibited Ostertagia ostertagl), lungworms, grubs (note
outsent pracautions), sucking lice, and mange mites in cattle.
Swine: Treatment and conirol of gastrointestinal roundworms,
lungworms, lice and mange mites in swine.

See package outsert for complete indications and use directions.

WARNING
Not for use in humans.
Keep this and all drugs out of the reach of children.

RESIDUE INFORMATION: Do not freal caitie
within 35 days of slaughler. Because a withdrawal
time in milk has not been established, do not use in
female dairy cattle of breeding age.

Do not treat swine within 18 days of slaughter.

PRECAUTIONS

Use automatic syringe equipment only.

For subcutaneous injection in cattle and swine anly,

Protect from fight.

Merial Limiled

Isalin, NJ, US.A.

IVOMEC is a registered trademark of Merial. 8914209F

1000 mL s




