


Package Insert for Cats
Approved by FDA under ANADA #200-491

Non-steroidal anti-inflammatory drug for use in dogs and cats only.
Caution: Federal law restricts this drug touse by oronthe order of a licensed veterinarian.

Post- Arpmval Experience (Rev. 2009):
The following adverse reactions are based on post-approval adverse drug event reporting.
The categories are listed in decreasing order of frequency by body system:

Urinary: azotemia, elevated creatinine, elevated phosphorus, renafailure

Gastrointestinal: anorexia, vomiting, diarrhea

Neurologic/Behavioral: ethargy, depression

Hematologic: anemia

Death has been reported as an outcome of the adverse events listed above. Acute renal
failure and death have been associated with the use of meloxicam in cats.

To report suspected adverse drug events, for technical assistance or to obtain a copy of the
Safety Data Sheet (SDS), contact Norbrook at 1-886-591-5777. For aditional information about
adverse drug experience reporting for animal drugs, contact FDA at 1-888-FDA-VETS or

with acute
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online atwww.da.
For Cat Owners: Meloxicam, like other NSAIDs, is not free from adverse
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Description: Meloxicam is a non-steroidal

anti-inflammatory drug (NSAID) of the oxicam

class. Each mL of this sterile product for injection

contains meloxicam 5.0mg, alcohol 15%,

glycofurol 10%, Foloxamer 1885%, sodium

chloride 06%, glycine 05% and meglumine 0.3%,

inwater fori |ryecnon |I)1H adjusted with sodium

hydroxide and hydrochloric acid.

Indications:

Cats: For the control of postoperative pain and inflammation associated with orthopedic
surgery, ovariohysterectomy and castration when administered prior to surgery.

Dosage and Administration:

Carefuly consider the potential benefits and risk of Loxicom and other treatment options
before deciding to use Loxicom. Use the lowest effective dose for the shortest duration
consistent with individual response.

Cats: Administer a single, one-time subcutaneous dose of Loxicom® 5 mg/mL Solution for
Injectionto cats ata dose of 0.14 mgflb (03 mg/kg) body weight. Use of additional meloxicam
or other NSAIDs i To ensure accuracy of dosing,
the use of a 1 mL graduated syringe is recommended.

Contraindications: Cats with known hypersensitivity to meloxicam should not receive Loxicom
5 mg/mL Solution for Injection. Additional doses of meloxicam or other NSAIDs in cats are
contraindicated, as nu safe dusage for repeated NSAID administration has been established
(See Animal Safety). Do not ith pr

Wamnings: Not for use in humans. Keep this and all medications out of reach of children.
Consulta physician in case of accidental ingestion by humans. For subcutaneous (SQ)
injectable use in cats. Do notuse IV'in cats.

A

me dose of meloxicam with any other NSAID. Do
the single, one-time

notaam
|n|eclable dose of meloxicam.

When administering any NSAID, appropriate laboratory testing to establish hematological

and serum biochemical baseline data s recommendey priorto use n dogs and cats. All cats

should undergo a thorough history and plysma\ examination before administering meloxicam.

Donot remal the single, one-time dose of meloxicam in cats. Owner should be advised to
observe their cats for signs of potential drug toxicity.

Precautions:
The safe use of Loxicom 5 mg/mL Solution for Injection in cats younger than 4 months of age,
cats used for breeding, or in pregnant or lactating queens has not been evaluated.
Meloxicam is not recommended for use in cats with bleeding disorders, as safety has not
been established in cats with these disorders. Safety has not been established for
intravenous (IV) or intramuscular (IM) use in cats. When administering Loxicom 5 mg/mL
Solution for Injection, use a syringe of angpnate size to ensure precise dosing.
Asa class, cyclo-oxygenase inhibitory NSAIDs may be associated with gastrointestinal, renal,
and hepatic toxicity. Sensitivity to drug-associated adverse events varies with the individual
patient Catsthat have experienced adverse reactions from one NSAID may experience adverse
reactions from another NSAID. NSA\IJs may inhibit the prostaglandins that maintain normal
function. Such anti effects may resultin clinically significant disease
in patients with underlying o pre- existing disease that has nm been previously diagnosed.
Patients at greatest risk for
diuretic therapy, or those with existing renal, cardnwascular anrﬂnr hepatic dysfuncnnn

Concurrent administration of potentially Id be mmuu‘y
and monitored. Anesthetic dmgs y affect pp! of
and NSAID \ppropi toring b
ployed during all surgi di ﬁleuse ioperative parenteral fluids s
d pmnn al re li h g NSAIDs. If additional

pain medication is needed after the smgle one-time dose of meloxicam, a non-NSAID class
Manalgesn: may be necessarg
In one study', one catin each NSAID treatment group had increased intraoperative hemorrhage.
Since NSAIDs possessme potential to induce gasvulmestlna\ ulcerations and/or
perforation, itant use of meloxicam with other anti-i y
drugs suchas NSAIDs or cumcoslermds should be avoided.
Consider appropriate washout times when switching from corticosteroid use to meloxicam in
cats. As a single use product in cats, meloxicam should not be followed by additional
NSAIDs or corticosteroids.
The use of concomitantly protein-bound drugs with Loxicom 5 mg/mL Solution for Injection
has not been studied in cats. Commonly use 1lrllrmem -bound drugs include cardiac,
anticonvulsant, and behavioral medications. The influence of concomitant drugs that may
inhibit metabolism of Loxicom 5 mg/mL Solution for Injection has not been evaluated. Drug
compatibility should be monitored in patients requiring adljuncnve therapy.
The effect of cyclo-oxygenase inhibition and the potential for thromboembolic occurrence or
ahyper-coagulable state has not been studied.
Adverse Reactions:
Cats: Afield study involving 133 cats was conducted. Of the 72 cats receiving meloxicam
lgecnon six cats (83%) experienced post-treatment elevated serum blood urea nitrogen
(BUN) levels. The pre-treatment values were in the normal range. Of the 66 cats in the
butorphanol treatment group, no cats experienced post-treatment elevated serum blood urea
nitrogen levels. Nine cats (12.5%) receiving meloxicam injection had post-treatment anemia.
Pre-treatment, these cats all had hematocrit and hemaoglobin values in the normal range. Four
cats (61 %)inthe butorphanal treatment group had | posttreatment anemia. All but one cat,
who had a mild anemia pre-tr 21% and in=10 g/dL) had normal
pre-treatment values. Twenty-four hours after the injection with meloxicam injection, one cat
experienced pain upon palpation of the injection site.

Foreign Experience:

failure and death. In studies
used forthe foreign approva\ of meloxicam injection in cats, lethargy, vomiting, inappetance,
and transient pain immediately after injection were noted. Diarrhea and fecal oceult blood
have also been reported.

reactions. Owners should be advised of the potential for adverse reactions and be informed
ofthe clinical signs associated with NSAID intolerance. Adverse reactions may include
vomiting, diarrhea, lethargy, decreased appeite and behavioral changes.

Cat owners should be advised when their pet has received a meloxicam injection.

CI;]n owngrs should contact their veterinarian immediately if possible adverse reactions are
observed.

Clinical Pharmacology: Meloxicam has nearly 100% bioavailabilty after subcutaneous
injectionin cats. The terminal elimination half-life after a single dose is estimated to be
approximately 15 hrs (+/-10%) in cats. Peak drug concentrations of 1.1 meg/mL can be
expected to nccurwnhm 1. 5hoursf0|\uwmg a0.3mg/kg subcutaneous injection in cats.

The volume of dA)in c: 21 l/k? with an estimated total
systemic clearance of 0013 l/hr/kg The drugis 97% bound to feline plasma proteins.
Effectiveness:

Cats: The effectiveness of meloxicam injection was demonstrated in a masked field study
involving a total of 138 cats represemmg vanous breeds. This study used butorphanol as an
active control. C: d either a singl of 0.3mg/kg meloxicam
injection




Package Insert for Dogs
Approved by FDA under ANADA #200-491

Loxicom®

(meloxicam)

5 mg/mL Solution for Injection

Non-steroidal anti-inflammatory drug for use in dogs and cats only.

Caution: o )
Federal law restricts this drug to use by or on the order of a licensed

In foreign suspected adverse drug reaction (SADR) reporting, adverse reactions
related to meloxicam administration included: auto-immune emolyllc anemia (1 dog),
thrombocytopenia (1 dog), polyarthritis (1 dog), nursing puppy lethargy (1 dog), and
pyoderma (1 dog).

Post-Approval Experience (Rev. 2009)
The following adverse reactions are based on post-approval adverse drug event
reporting. The categories are listed in decreasing order of frequency by body system:
Gastrointestinal: vomiting, diarrhea, melena, gastrointestinal ulceration
Urinary. azotemia, elevated creatinine, rena/ failure
havioral: lethargy, dep
Hepat\c elevated liver enzymes
Dermatologic: pruritis

Death has been reported as an outcome of the adverse events listed above. Acute
renal failure and dea1h have been associated with the use of meloxicam in cats.
Toreport d adverse drug events, for technical assistance or to obtain a copy

Warning: Repeated use of meloxicam in cats has been
with acute renal failure and death. Do not admmlsler additional

oflhe Safety Data Sheet (SDS), contact Norbrook at 1-866-591-5777. For additional
about adverse drug experience reporting for animal drugs, contact FDA

jectable or oral
Warnings, and P

for detalled

Description:

Meloxicam is a non-steroidal CH,
anti-inflammatory drug (NSAID) of the

oxicam class, Each mL of this sterile OH 0O S\
product for injection contains meloxicam /L\
50mg, alcohol 15%, glycofurol 10%, N

poloxamer 188 5%, sodium chloride 0.6%,
glycine 0.5% and meglumine 0.3%, in
water for injection, pH adjusted with
sodium hydroxide and hydrochloric acid.

Indications:
Dogs: Loxicom® (meloxicam) 5 mg/mL Solution for Injectionis |nd|cated in dogs for
the control of pain and i with

Dosage and Administration:

Carefully consider the potential benefits and risk of Loxicom and other treatment
options before deciding to use Loxicom. Use the lowest effective dose for the shortest
duration consistent with individual response.

N H  meloxicam
s cH,
Z )

at 1-888-FDA-VETS or online at www.fda.gov/reportanimalae.

Information For Dog Owners:

Meloxicam, lie other NSAIDs, is not free from adverse reactions. Owners should be
advised of the nﬂctenualfor adverse reactions and be informed of the clinical sign
associated with NSAID intolerance. Adverse reactions may include vomiting, |arrhea
lethargy, decreased appetite and behavioral changes.

Dog owners should be advised when their pet has received a meloxicam injection. Dog
owners should contact their veterinarian immediately if possible adverse reactions are
observed, and dog owners should be advised to discontinue Loxicom therapy.

Clinical Pharmacology:
Meloxicam has nearly 100% bioavailability when administered orally or after
subcutaneous injection in dogs. The terminal elimination half-iife after a single dose is
estimated to be approxmately 24 hrs (+/-30%) in dogs regardless of route of

Drugt ilability, volume of di and total systemic
clearance remain constant up to 5 times the recommended dose for use in dogs.
However, there is some evidence of enhanced drug accumulation and terminal
elimination half-life prolongation when dogs are dosed for 45 days or longer.
Peak drug concentrations of 0.734 mcg/mL can be expected to occur within 2.5 hours
following a 0.2 mg/kg subcutaneous injection in dogs. Based upon intravenous
adm\nls‘lratmn in Beagle dogs, the meloxicam volume of distribution in dogs (Vd) is

Dogs: Loxicom 5 mg/mL Solution for Injection should be admmlstered initially asa single
dose at0.09 mg/lh (0.2 mg/kg) body weight intravenously (IV) or SQ),
followed, after 24 hours, by Loxicom Oral Suspension at the dal\y dose of 0.045 mg/ib
01 rng/kgi body We|ghL either mixed with food or placed directly in the mouth.

Contraindications: . ) o
Dags with known hypersensitivity to meloxicam should not receive Loxicom 5 mg/mL
Solution for Injection.

Warnings:

Notfor use in humans. Keep this and all medications out of reach of children. Consulta
physician in case of accidental ingestion by humans. For IV or SQ injectable use in dogs.
All dogs should undergo a thorough history and physical examination before
admmlstermg any NSAID Appropriate \aboratorytestlngto establish hematologlcal
and serum £ | baseline data is i prior to, and

ly 0.32 kg and the total systemic clearance is 001 Lhr/kg. The drug is
§7% bound to canine plasma proteins.

Effectiveness:
Dogs: The effect of injection was dinafield study
involving a total of 224 dogs representing various breeds, all diagnosed with
osteoarthritis. This placebo-controlled, masked study was conducted for 14 days.
Dogs received a subcutaneous injection of 0.2 mg/kg meloxicam injection on day 1.
The dogs were maintained on 0.1 mg/kg oral meloxicam from days 2 through 14.
Variables evaluated by veterinarians included lameness, weight-bearing, pain on
palpation, and overall improvement. Variables assessed by owners included mability,
abilfty to rise, limping, and overall improvement.

Inthis field study, dogs showed clmlcal

with statistical si after

during use of any NSAID in dogs.
Owner should be advised to ohserve their dogs for signs of potential drug toxicity.

Precautions:

The safe use of Loxicom 5 mg/mL Solution for Injection in dogs younger than
6months of age, dogs used for breeding, or in pregnant or lactating bitches has not
been evaluated. Meloxicam is not recommended for use in dogs with bleeding
disorders, as safety has notbeen establlshed in dogs with these dlsorders Safety has
notheen i (IM) admi ion in dogs. Wh

administering Lochnm 5 mg/mL Solution for Injection, use a syringe of a pmpnate
size to ensure precise dosing. As a class, cyclo-oxygenase inhibitory NSAIDs may be
associated with gastrointestinal, renal and hepatic toxicity. Sensitivity to
drug-associated adverse events varies with the individual patient. Dogs that have
experienced adverse reactions from one NSAID may experience adverse reactions
from another NSAID. Patients at greatest risk for renal toxicity are those that are
dehydrated, on concomitant diuretic therapy, or those with existing renal,
cardiovascular, and/or hepatic dysfunction. Concurrent administration of potentially
nephrotoxic drugs should be careful\v approached. NSAIDs may mhlbmhe
prostaglandins that maintain normal £ function. Such anti-p I
effects may resultin clinically significant disease in patients with underlying or

14 days of meloxicam treatment for all variables.

Animal Safety:

Dogs: 3 Day a[jgel Animal Safety Smd\( In athree day safety study, meloxicam
injection was administered intravenously to Beagle dogs at 1,3, an 5timesthe
recommended dose (02,06 and 1.0 mg/kg) for three consecutive days. Vomiting
occurred in 1 of 6 dogs in the 5X group. Fecal occult blood was detected in 3 of 6 dogs
inthe 5X group. No clinically significant hematologic changes were seen, but serum
chemistry changes were observed. Serum alkaline phosphatase (ALP) was
significantly increased in ane 1X dog and two of the 5X dogs. One dog in the 5X group
had a steadily increasing GGT over 4 days, afthough the values remained within the
reference range. Decreases in total protein and albumin occurred in 2 of 6 dogs in the
3Xgroup and 3 of 6 dogs in the 5X group. Increases in blood urea nitrogen (BUN)
occurredin 3 of 6 dogs in the 1X group, 2 of 6 dogs in the 3X group and 2 of 6 dogs in
the 5X group. Increased creatinine occurred in 2 dogs in the 5X group. Increased
urine protein excretion was noted in 2 of 6 dogs in the control group, 2 of 6 dogs in the
1X group, 2 of 6 dogs in the 3X group, and 5 of 6 dogs in the 5X group. Two dogs in the
5X group developed acute renal failure by Day 4. Bicarbonate levels were at or above
normal levelsin 1 of the 3X dogs and 2 of the 5X dogs. Histological examination
revealed gastromtestlna\ Ieswons rang\ng from superﬂmal mucosal hemorrhages and

pre-existing disease that has not been previously diagnosed.
Since NSAIDs possess the potential to induce gastrointestinal ulcerations and/or
perforations, itant use with other anti-i y drugs, such as NSAIDs or
corticosteroids, should be avoided. If additional pain medication is needed after the
administration of the total daily dose of meloxicam oral suspension, anon-NSAID or
noncorticosteroid class of analgesia should be considered. The use of another
NSAID is not recommended. Consider appropriate washout imes when switching
from corticosteroid use or from one NSAID to another in dogs. The use of
concomitantly protein-bound drugs with Loxicom 5 mg/mL Solution for Injection has
notbeen studled in dogs Commonly used protein-bound drugs include cardiac,

and jons. The influence of concomitant drugsthat
may inhibit metabolism of Loxicom 5 mg/mL Solution for Injection has not been
evaluated. Drug compatibility should be monitored in patients requiring adjunctive
therapy The effect of cyclo- oxvgenase |nh|bmnn and the potential for

oral le state has not been studied.

Adverse Reactions:

Dogs: Afield study involving 224 dogs was conducted. Based on the results of this
study, Gl abnormalities (vomiting, soft stools, diarrhea, and \nappetance)were the
most common adverse reactions j with the

The following table lists adverse reactions and the numbers of dngsthat experienced
them during the study. Dogs may have experienced more than one episode of the
adverse reaction during the study.

Adverse Reactions Observed During Field Study
Clinical Observation Meloxicam Placebo
(n=109) (n=115)
Vomiting 31 15
Diarrhea/Soft Stool 15 11
Inappetance 3 0
Bloody Stool 1 0

to erosions. was identified in 2 of 6 dogs in
the X group, 4 of 6 dogs in the 3X group, and 5 of 6 dogs in the 5X group. Renal
changes ranged from dilated medullary and cortical tubules and inflammation of the
interstitium, to necrosis of the tip of the papilla in 2 of 6 dogs in the 1X group, 2 of
6 dogs in the 3X group, and 4 of 6 dogs in the 5X group.

Injection Site Tolerance — Meloxicam injection was administered once
subcutaneously to Beagle dogs at the recommended dose of 0.2 mg/kg and was
well-tolerated by the dogs. Pain upon injection was observed in one of eight dogs
treated with meloxicam. No pain or inflammation was observed post injection. Long
term use of meloxicam injection in dogs has not been evaluated.

Effect on Buccal Mucosal BleedingTime (BMBT) — Meloxicam injection (0.2 mg/kg)
and placebo (0.4 mL/kg) were administered as single intravenous injections to
8female and 16 male Beagle dogs. There was no statistically significant difference
(p>0.05)in the average BMBT between the two groups.

Storage Information: .
Store at controlled room temperature, 68-77°F (20-25°C). Use within 180 days of first
puncture and puncture a maximum of 51 times.

How Supplied:
Loxicom 5 mg/mL Solution for Injection: 10 mL and 20 mL vial

Made inthe UK.

Norbrook Laboratories Limited
Newry, BT356PU, Co. Down, Northern Ireland

® Loxicom s a registered trademark
of Norbrook Laboratories Limited

Rev. 062021

~
Norbrook

318670103



Midamox’ for Dogs

(imidacloprid + moxidectin)
Topical Solution

Once-a-month topical solution for the prevention of heartworm disease, the treatment
of circulating microfilariae, kills adult fleas, is indicated for the treatment of flea
infestations, the treatment and control of sarcoptic mange, as well as the treatment
and control of intestinal parasite infections in dogs and puppies that are at least 7
weeks of age and that weigh at least 3 Ibs.

Do not et this product get in your dog’s mouth or eyes. Do not allow the dog to lick any of the
application sites for 30 minutes. In households with multiple pets, keep each treated dog separated
from other treated dogs and other pets for 30 minutes after application to prevent licking the
application sites.

(See WARNINGS.) Contact with eyes canlead to eye imitation and comeal ulceration. If contact with
eyes occurs, hold the dogs eyelids open, flush thoroughly with water, and contact your veterinarian.

Stiff hair, a damp appearance of the hair, pink skin, or a slight powdery residue may be observed at the
application site on some animals. This is temporary and does not affect the safety and effectiveness of
the product.

<h

pooing 90 minutes after treatment does not reduce the effectiveness of Midamox for Dogs in the

WARNING
+ DONOT ADMINISTER THIS PRODUCT ORALLY
- For the first 30 minutes after application ensure that dogs cannot lick the
product from application sites on themselves or other treated animals.
« Children should not come in contact with application sites for two (2) hours after
application.
(See Contraindications, Warnings, Human Warnings, and Adverse Reactions, for
more information)

CAUTION:
Federal Law restricts this drug to use by or on the order of a licensed veterinarian.

DESCRIPTION:

Midamosx for Dogs (10 % imidacloprid + 2.5 % moxidectin) is a colorless to yellow ready-to-use
solution packaged in single dose applicators for topical treatment of dogs. The formulation and
dosage schedule are designed to provide a minimum of 4.5 mg/Ib (10 mg/kg) imidacloprid and
1.1 mg/lb (2.5 mg/kg) moxidectin based on body weight.

Imidacloprid is a chloronicotinyl nitroguanidine insecticide. The chemical name for imidacloprid
is 1-[(6-Chloro-3-pyridinyl)methyl]-N-nitro-2-imidazolidinimine. Moxidectin is a semisynthetic
macrocyclic lactone endectocide derived from the actinomycete Streptomycetes cyaneogriseus
noncyanogenus. The chemical name for moxidectin is [6R, 23E, 255(E)]-5-0- Demethyl-28-de-
oxy-25-(1,3-dimethyl-1-butenyl)-6,28-epoxy-23-(methoxyimino) milbemycin B.
INDICATIONS:

Midamosx for Dogs is indicated for the prevention of heartworm disease caused by Dirofilaria immitis
and the treatment of Dirofilaria immitis circulating microfilariae in heartworm-positive dogs.
Midamox for Dogs kills adult fleas and is indicated for the treatment of flea infestations
(Ctenacephalides felis). Midamox for Dogs s indicated for the treatment and control of sarcoptic
mange caused by Sarcoptes scabiei var. canis. Midamox for Dogsis also indicated for the treatment
and control of the following intestinal parasites:

Intestinal Stage
. . Fourth
Intestinal Parasite Adult |m:m|t"e Stage
Larvae
. ) Ancylostoma caninum X X X
' Species Uncinaria stenocephala X X X
N ) Toxocara canis X X
M3 | ascarsleoning X
Whipworm Trichuris vulpis X

DOSAGE AND ADMINISTRATION:
moxidectin, once amonth, by topical administration.
Do not apply toirritated skin.

Lo
diagonal line to expose nick; tear back at nick. As specified in the following O
table, administer the entire contents of the Midamox for Dogs (imidacloprid \(@

The recommended minimum dose s 4.5 mg/Ib (10 mg/kg) imidacloprid and 1.1 mg/Ib (2.5 mg/kg)
1. Remove the applicator from the outer pouch using scissors or fold along
and moxidectin) applicator that correctly corresponds with the body weight of the dog.

@d

prevention of heartworm disease. Shampooing or water immersion 4 days after treatment will not
reduce the effectiveness of Midamox for Dogs in the treatment of flea infestations. However,
shampooing as often as once weekly may reduce the effectiveness of the product against fleas.

Heartworm Prevention: For prevention of heartworm disease, Midamox for Dogs should be
administered at one-month intervals. Midamox for Dogs may be administered year-round or at a
minimum should start one month before the first expected exposure to mosquitoes and should continue
atmonthly intervals until one month after the last exposure to mosquitoes. If a dose is missed and a
30-day interval between doses s exceeded, administer Midamox for Dogs immediately and resume the
monthly dosing schedule. When replacing another heartworm preventative product in a heartworm
prevention program, the first treatment with Midamox for Dogs should be given within one month of
the last dose of the former medication.

Treatment of Circulating Microfilaria: For the treatment of circulating 0. immitis microfilaria in
heartworm-positive dogs, Midamox for Dogs should be administered at one-month intervals.
Treatment with an approved adulticide therapy is recommended because Midamox for Dogs is not
effective for the treatment of adult 0. immitis.

(See PRECAUTIONS.)

Flea Treatment: For the treatment of flea infestations, Midamox for Dogs should be administered at
one-month intervals. If the dog is already infested with fleas when the first dose of Midamox for Dogsis
administered, adult fleas on the dog will be killed. However, reinfestation from the emergence of
preexisting pupae in the environment may continue to occur for six weeks or longer after treatment is
initiated. Dogs treated with imidacloprid, including those with pre-existing flea allergy dermatitis have
shown clinical improvement as a direct result of elimination of fleas from the dog.

Treatment and Control of Intestinal Nematode Infections: For the treatment and control of
intestinal hookworm infections caused by Ancylostoma caninum and Uncinaria stenocephala (adults,
immature adults and fourth stage larvae) and roundworm infections caused by Toxocara canis (adults
and fourth stage larvae), and Toxascaris leonina (adults), and whipworm infections caused by Trichuris
vulpis (adults), Midamox for Dogs should be administered once as a single topical dose.

Treatment and Control of Sarcoptic Mange: For the treatment and control of sarcoptic mange
caused by Sarcoptes scabiei var. canis, Midamox for Dogs should be administered as a single topical dose.
Asecond monthly dose may be administered if necessary.

CONTRAINDICATIONS:
Do not administer this product orally. (See WARNINGS.)
Do not use this product (containing 2.5% moxidectin) on cats.

WARNINGS

For the first 30 minutes after application:

Ensure that dogs cannot lick the product from application sites on themselves or other
treated dogs, and

Separate treated dogs from one another and from other pets to reduce the risk of
accidental ingestion.

Ingestion of this product by dogs may cause serious adverse reactions induding
depression, salivation, dilated pupils, incoordination, panting, and generalized muscle
tremors.

In aver:ne(tin sensitive dogs,” the signs may be more severe and may indude coma and
eath.

2Some dogs are more sensitive to avermectins due to a mutation in the MDR1 gene. Dogs with this
mutation may develop signs of severe avermectin toxicity if they ingest this product. The most
common breeds associated with this mutation include Collies and Collie crosses.

*Dogs over 110 Ibs. should be treated with the appropriate combination of Midamox for Dogs applicators.

2. Hold the applicator upright.
3.Tap the narrow part of the applicator to ensure the contents remain within the
main body of the applicator.
4. Twist or snap back the tip.

5.The dog should be standing for application. Part the hair on the back of the dog
between the shoulder blades until the skinis visible. For dogs weighing 20 Ibs.

o less, place the tip of the applicator on the skin and apply the entire contents
directly on the exposed skin at one spot between the shoulder blades.

For dogs weighing more than 20 Ibs., place the tip of the applicator on the

skin and apply the entire contents directly on the exposed skin at 3 or 4

spots on the top of the backline from the hase of the neck to the upper

backin an area inaccessible tolicking. Do not apply an amount of solution

atany one location that could run off the side of the dog.

Dog (Ibs.) | Midamox for Dogs | Volume (mL)[ Imidacloprid (mg) | Moxidectin (mg) | ° Although there i no specific antagonist for avermectin toxicity, even severely affected dogs have
39 Widamox9 04 ) 10 completely recovered from avermectin toxicity with intensive veterinary supportive care.
9.1-20 Midamox 20 10 100 25 HUMAN WARNINGS:
20.1-55 Midamox 55 25 250 62.5 Not for human use. Keep out of the reach of children.
55.1-88 Midamox 88 10 100 100 Children should not come in contact with application sites for two (2) hours after
- - - application.
881-110% | Midamox 710 50 500 125 Causes eye irritation. Harmful if swallowed. Do not get in eyes or on clothing. Avoid contact with

skin. Exposure to the product has been reported to cause headache; dizziness; and redness,
burning, tingling, or numbness of the skin.

Wash hands thoroughly with soap and warm water after handling.

If contact with eyes occurs, hold eyelids open and flush with copious amounts of water for 15
minutes. If eye initation develops or persists, contact a physician. If swallowed, call poison control
center or physician immediately for treatment advice. Have person sip a glass of waterif able to
swallow. Do not induce vomiting unless told to do so by the poison control center or physician.
People with known hypersensitivity to benzyl alcohol, imidacloprid or moxidectin should
administer the product with caution. In case of allergic reaction, contact a physician. If contact with
skin or clothing occurs, take off contaminated clothing. Wash skin immediately with plenty of soap
and water. Call a poison control center or physician for treatment advice.

The Safety Data Sheet (SDS) provides additional occupational safety information. For product
questions, to report adverse reactions, or for a copy of the Safety Data Sheet (SDS), call Norbrook
at1-866-591-5777.



PRECAUTIONS:

Do not dispense dose applicators without complete safety and administration information.

Use with caution in sick, debilitated, or underweight animals. The safety of Midamox for Dogs has not
been established in breeding, pregnant, or lactating dogs. The safe use of Midamox for Dogs has not
been established in puppies and dogs less than 7 weeks of age or less than 3 Ibs. body weight.
Prior to administration of Midamox for Dogs, dogs should be tested for existing heartworm infection.
At the discretion of the veterinarian, infected dogs should be treated with an adulticide to remove
adult heartworms. The safety of Midamox for Dogs has not been evaluated when administered on the
same day as an adulticide. Midamox for Dogs is not effective against adult D. immitis. Although the
number of circulating microfilariae is substantially reduced in most dogs following treatment with
Midamox for Dogs, the microfilaria count in some heartworm-positive dogs may increase or remain
unchanged following treatment with Midamox for Dogs alone or in a dosing regimen with
melarsomine dihydrochloride.

(See ADVERSE REACTIONS and ANIMAL SAFETY - Safety Study in Heartworm-Positive Dogs.)
Imidacloprid and moxidectin has not been evaluated in heartworm-positive dogs with Class 4 heartworm
disease.

ADVERSE REACTIONS:

Heartworm-Negative Dogs
Field Studies: Following treatment with imidacloprid and moxidectin or an active control, dog
owners reported the following post-treatment reactions:

Post-Approval Experience 2022

The following adverse events are based on post-approval adverse drug experience reporting. Not all
adverse events are reported to FDA CVM. Itis not always possible to reliably estimate the adverse
event frequency or establish a causal relationship to product exposure using this data.

The following adverse events reported in dogs are listed in decreasing order of reporting frequency:
depression/lethargy, pruritus, vomiting, diarrhea, anorexia, application site reactions (alopecia,
pruritus, erythema, and lesions, including blisters), hyperactivity, ataxia, trembling, seizures, panting,
hypersalivation, anaphylaxis/anaphylactic reactions (hives, facial swelling, edema of the head), and
comeal ulceration.

Serious reactions, induding neurologic signs and death have been reported when cats have
been exposed (orally and topically) to this product.

In humans, nausea, numbness or tingling of the mouth/lips and throat, ocular and dermaliritation, pruritus,
headache, vomiting, diarrhea, depression and dyspnea have been reported following exposure to this product.
Contact Information:

For product questions, to report suspected adverse drug experiences, or for a copy of the Safety Data
Sheet (SDS), call Norbrook at 1-866-591-5777.

For additional information about reporting adverse drug experiences for animal drugs, contact FDA at
1-888-FDA-VETS or http://www.fda.gov/reportanimalae.

ANIMAL SAFETY:

Heartworm-Negative Dogs
Field $tudy Ina controlled, double-masked, field safety study, imidacloprid and moxidectin was

d to 128 dogs of various breeds, 3 months to 15 years of age, weighing 4 to 157 pounds.
Imidacloprid and moxidectin was used safely in dogs concomitantly receiving ACE inhibitors,
anticonvulsants, antihistamines, antimicrobials, chondroprotectants, corticosteroids, |mmunotherapeutics,
MAO inhibitors, NSAIDs ophthalm|cmed|cat|ons sympathomimetics, synthen(estrogens thyroid

and urinary acidifiers. Owners reported the following signs in their dogs after application of

OBSERVATION imidadoprid + moxidectinn=128 Active Control =68
Pruritus 19 dogs (14.8%) 7 dogs (10.3%)
Residue 9dogs (7.0%) 5dogs (7.4%)

Medicinal Odor 5dogs (3.9%) None observed
Lethargy 1dog (0.8%) 1dog (1.5%)

Inappetence 1dog (0.8%) 1dog (1.5%)
Hyperactivity 1dog (0.8%) None observed

During a field study using 61 dogs with pre-existing flea allergy dermatitis, one (1.6 %) dog experienced
localized pruritus immediately after imidacloprid application, and one investigator noted hyperkeratosis
atthe application site of one dog (1.6 %).

Ina field safety and effectiveness study, imidacloprid and moxidectin was administered to 92
dient-owned dogs with sarcoptic mange. The dogs ranged in age from 2 months to 12.5 years and
ranged in weight from 3 to 231.5 pounds. Adverse reactions in dogs treated with imidacloprid and
moxidectin included hematochezia, diarrhea, vomiting, lethargy, inappetence, and pyoderma.
Laboratory Effectiveness Studies: One dog in a laboratory effectiveness study experienced
weakness, depression, and unsteadiness between 6 and 9 days after application with imidacloprid and
moxidectin. The signs resolved without intervention by day 10 post-application. The signs in this dog
may have been related to peak serum levels of moxidectin, which vary between dogs, and occur
between 1and 21 days after application of imidacloprid and moxidectin.

The following clinical observations also occurred in laboratory effectiveness studies following
application with imidacloprid and moxidectin and may be directly attributed to the drug or may be
secondary to the intestinal parasite burden or other underlying conditions in the dogs: diarrhea, bloody
stools, vomiting, anorexia, lethargy, coughing, ocular discharge and nasal discharge. Observations at
the application sites included damp, stiff or greasy hair, the appearance of a white deposit on the hair,
and mild erythema, which resolved without treatment within 2 to 48 hours.

Heartworm-Positive Dogs

Field Study: A 56-day field safety study was conducted in 214 D) immitis heartworm and microfilaria
positive dogs with Class 1, 2 or 3 heartworm disease. All dogs received imidacloprid and moxidectin
on Study Days 0 and 28; 108 dogs also received melarsomine dihydrochloride on Study Days — 14, 14,
and 15. All dogs were hospitalized for a minimum of 12 hours following each treatment. Effectiveness
against circulating 0. immitis microfilariae was > 90 % at five of six sites; however, one site had an
effectiveness of 73.3 %. The microfilaria count in some heartworm-positive dogs increased or
remained unchanged following treatment with imidacloprid and moxidectin alone orin a dosing
regimen with melarsomine dihydrochloride.

Following treatment with imidacloprid and moxidectin alone or in a dosing regimen with
melarsomine dihydrochloride, the following adverse reactions were observed:

imidacloprid and moxidectin: pruritus, flaky/greasy residue at the treatment site, medicinal odor, lethargy,
inappetence, and hyperactivity.

(See ADVERSE REACTIONS.)

Safety Study in Puppies: Imidacloprid and moxidectin was applied topically at 1, 3 and 5X the
recommended dose to 7-week-old Beagle puppies once every 2 weeks for 6 treatments on days 0, 14, 28,
4,56, and 70. Loose stools and diarrhea were observed in all groups, including the controls, throughout
the study. Vomiting was seen in one puppy from the 1X treatment group (day 57), in two puppies from the
3X treatment group (days 1and 79), and in one puppy from the X treatment group (day 1). Two puppies
eachinthe 1X, 3X, and 5X groups had decreased appetites within 24 hours post-dosing. One puppy in the
1X treatment group had pruritus for one hour following the fifth treatment. A puppy from the 5X treatment
group displayed rapid, difficult breathing from 4 to 8 hours following the second treatment.

Dermal Dose Tolerance Study: Imidacloprid and moxidectin was administered topically to 8-month-old
Beagle dogs at 10X the recommended dose once. One dog showed signs of treatment site irritation after
application. Two dogs vomited, one at 6 hours and one at 6 days post-treatment. Increased RBC,
hemoglobin, activated partial thromboplastin, and direct bilirubin were observed in the treated group.
Dogsin the treated group did not gain as much weight as the control group.

Oral Safety Study in Beagles: Imidacloprid and moxidectin was administered once orally at the
recommended topical dose to 12 dogs. Six dogs vomited within 1 hour of receiving the test article, 2 of
these dogs vomited again at 2 hours, and 1 dog vomited again up to 18 hours post-dosing. One dog
exhibited shaking (nervousness) 1 hour post-dosing. Another dog exhibited abnormal neurological signs
(circling, ataxia, generalized muscle tremors, and dilated pupils with a slow pupillary light response)
starting at 4 hours post-dosing through 18 hours post-dosing. Without treatment, this dog was
neurologically normal at 24 hours and had a normal appetite by 48 hours post-dosing.

(See CONTRAINDICATIONS.)

Dermal Safety Study in Ivermectin-Sensitive Collies: Imidacloprid and moxidectin was administered
topically at 3 and 5X the recommended dose every 28 days for 3 treatments to Collies which had been
prescreened for avermectin sensitivity. No clinical abnormalities were observed.

Oral Safety Study in Ivermectin-Sensitive Collies: Imidacloprid and moxidectin was administered
orally to 5 pre-screened ivermectin-sensitive Collies. The Collies were asymptomatic after ingesting 10 % of
the minimum labeled dose. At 40 % of the minimum recommended topical dose, 4 of the dogs
experienced neurological signs indicative of avermectin toxicity including depression, ataxia, mydriasis,
salivation, muscle fasciculation, and coma, and were euthanized.

(See CONTRAINDICATIONS.)

Heartworm-Positive Dogs

Laboratory Safety Study in Heartworm-Positive Dogs: Imidacloprid and moxidectin was
administered topically at 1.and 5X the recommended dose every 14 days for 3 treatments to dogs with
adult heartworm infections and circulating microfilaria. At 5X, one dog was observed vomiting three hours
after the second treatment. Hypersensitivity reactions were not seen in the 5X treatment group.
Microfilaria counts decreased with treatment.

STORAGE INFORMATION:
Store below 77°F (25°C). Excursions are permitted up to 104°F (40°C) however such exposure should be

Three dogs treated with imidacloprid and moxidectin in a dosing regimen with melarsomine
dihydrochloride died of pulmonary embolism from dead and dying heartworms. One dog, treated
with imidacloprid and moxidectin and melarsomine dihydrochloride, experienced pulmonary
hemorrhage and responded to supportive medical treatment. Following the first treatment with
imidacloprid and moxidectin alone, two dogs experienced adverse reactions (coughing, vomiting,
and dyspnea) that required hospitalization. In both groups, there were more adverse reactions to
imidacloprid and moxidectin following the first treatment than the second treatment.

To report a suspected adverse reaction, call 1-866-591-5777.

d. Do not remove the applicator from the pouch until ready to use. Do not use after the expiry
date whichis stated on the carton.

HOW SUPPLIED:

Applications Per Package,

6x0.4mLapplicators, 6 1.0mL applicators, 6 x 2.5 mL applicators, 6 x 4.0 mL applicators, 6 x 5.0 mL applicators
Approved by FDA under ANADA #200-716

Adverse Reaction Dogs Treated with Dogs Treated with
imidacloprid + moxidectin|imidacloprid + moxidectin
for Dogs Only for Dogs + Melarsomine
n=106 n=108
Cough 24(22.6%) 25(23.1%)
Lethargy 14(13.2%) 42(38.9%)
Vomiting 11(104%) 18(16.7%)
Diarrhea, including hemorrhagic 10(9.4%) 22(204%)
Inappetence 7(6.6%) 19(17.6%)
Dyspnea 6(5.7%) 10(9.3%)
Tachypnea 1(<1%) 7(6.5%)
Pulmonary Hemorrhage 0 1(<1%) .
Death 0 3(2.8%) Madein Ireland

Manufactured by:

Norbrook Manufacturing Ltd.
Rossmore Industrial Estate
Monaghan, Co. Monaghan
Ireland

Midamox®is a trademark of
Norbrook Laboratories Limited

Revised July 2023
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Selarid’

(selamectin)

Topical Parasiticide For Dogs and Cats

CAUTION:
US Federal law restricts this drug to use by or on the order of a licensed
veterinarian.

DESCRIPTION:

Selarid® (selamectin) Topical Parasiticide is available as a colorless to
yellow, ready to use solution in single dose applicators for topical (dermal)
treatment of dogs six weeks of age and older and cats eight weeks of

age and older. The content of each applicator is formulated to provide a
minimum of 2.7 mg/Ib (6 mg/kg) of body weight of selamectin. The
chemical composition of selamectin is (5Z,255)-25-cyclohexyl-4'-0-de
(2,6-dideoxy-3-0-methyl-a-L-arabino-hexopyranosyl)-5-demethoxy
-25-de(1-methylpropyl)-22,23-dihydro-5-hydroxyiminoavermectin A,,.

INDICATIONS:
Selarid is recommended for use in dogs six weeks of age or older and cats
eight weeks of age and older for the following parasites and indications:

Dogs:

Selarid kills adult fleas and prevents flea eggs from hatching for one
month and is indicated for the prevention and control of flea infestations
(Ctenocephalides felis), prevention of heartworm disease caused by
Dirofilaria immitis, and the treatment and control of ear mite (Otodectes
cynotis) infestations. Selarid also is indicated for the treatment and
control of sarcoptic mange (Sarcoptes scabiei) and for the control of tick
infestations due to Dermacentor variabilis.

(ats:

Selarid kills adult fleas and prevents flea eggs from hatching for one
month and is indicated for the prevention and control of flea infestations
(Ctenocephalides felis), prevention of heartworm disease caused by
Dirofilaria immitis, and the treatment and control of ear mite (Otodectes
¢ynotis) infestations. Selarid is also indicated for the treatment and control
of roundworm (Toxocara cati) and intestinal hookworm (Ancylostoma
tubaeforme) infections in cats.

DOSAGE AND ADMINISTRATION:
The recommended minimum dose is 2.7 mg selamectin per pound
(6 mg/kg) of body weight.

Administer the entire contents of a single dose applicator (or two
applicators used in combination for dogs weighing over 130 pounds)
of Selarid topically in accordance with the following tables.

Cats(Ib) | Package | mgper | Potency | Administered
color  |applicator | (mg/mL) | volume (mL)
Upto5 Mauve 15mg 60 0.25
51-15 Blue 45mg 60 0.75
15.1-22 Taupe 60 mg 60 1.0

For cats over 22 Ibs use the appropriate combination of applicators

Dogs (Ib) | Package | mgper |Potency | Administered

color  |applicator | (mg/mL) | volume (mL)
Upto5 Mauve 15mg 60 0.25
51-10 Purple 30mg 120 0.25
10.1-20 Brown 60 mg 120 0.5
20.1-40 Red 120 mg 120 1.0
40.1-85 Teal 240mg 120 20
85.1-130 Plum 360 mg 120 3.0

For dogs over 130 Ibs use the appropriate combination of applicators.
Recommended for use in dogs 6 weeks of age and older and in cats
8 weeks of age and older.

A veterinarian or veterinary technician should demonstrate or instruct
the pet owner regarding the appropriate technique for applying Selarid
topically to dogs and cats prior to first use.

Remove the applicator from the outer pouch using scissors or fold along
diagonal line to expose nick; tear back at nick. Hold the applicator upright.
Tap the narrow part of the applicator to ensure the contents remain within
the main body of the applicator. Twist or snap back the tip. To administer
the product, part the hair on the back of the animal at the base of the neck
in front of the shoulder blades until the skin is visible. Place the tip of the
applicator on the skin and squeeze the applicator 3 or 4 times to empty its
entire contents directly onto the skin in one spot. Keeping the applicator
squeezed, drag it away from the liquid and lift to remove. Check the
applicator to ensure that it is empty. Do not massage the product into the
skin. Due to alcohol content, do not apply to broken skin. Avoid contact
between the product and fingers. Do not apply when the haircoat is wet.
Bathing or shampooing the dog 2 or more hours after treatment will not
reduce the effectiveness of Selarid against fleas or heartworm. Bathing

or shampooing the cat 2 hours after treatment will not reduce the
effectiveness of Selarid against fleas. Bathing or shampooing the cat

24 hours after treatment will not reduce the effectiveness of Selarid
against heartworm. Stiff hair, clumping of hair, hair discoloration, or a slight
powdery residue may be observed at the treatment site in some animals.
These effects are temporary and do not affect the safety or effectiveness
of the product. Discard empty applicators in your ordinary household
refuse.

Flea Control in Dogs and Cats

For the prevention and control of flea infestations, Selarid should be
administered at monthly intervals throughout the flea season, starting
one month before fleas become active. In controlled laboratory studies
>98% of fleas were killed within 36 hours. Results of clinical field studies
using selamectin solution monthly demonstrated >90% control of flea
infestations within 30 days of the first dose. Dogs and cats treated with
selamectin solution, including those with pre-existing flea allergy
dermatitis, showed improvement in clinical signs associated with fleas
as a direct result of eliminating the fleas from the animals and their
environment.

If the dog or cat is already infested with fleas when the first dose of Selarid
is administered, adult fleas on the animal are killed and no viable fleas
hatch from eggs after the first administration. However, an environmental
infestation of fleas may persist for a short time after beginning treatment
with Selarid because of the emergence of adult fleas from pupae.

Heartworm Prevention in Dogs and Cats

For the prevention of heartworm disease, Selarid must be administered
on amonthly basis. Selarid may be administered year-round or at least
within one month after the animal's first exposure to mosquitoes and
monthly thereafter until the end of the mosquito season. The final dose
must be given within one month after the last exposure to mosquitoes.
If a dose is missed and a monthly interval between dosing is exceeded
then immediate administration of Selarid and resumption of monthly
dosing will minimize the opportunity for the development of adult
heartworms. When replacing another heartworm preventive product in
a heartworm disease prevention program, the first dose of Selarid must
be given within a month of the last dose of the former medication.

Selamectin, the active ingredient in Selarid, is a macrocyclic lactone
compound. These compounds effectively prevent the development

of adult heartworms when administered to dogs and cats within one
month of exposure to infective (Ls) Dirofilaria immitis larvae. Efficacy of
macrocyclic lactones decreases below 100% in dogs, however, if first
administered >2 months after exposure to infective larvae. Thus, in
heartworm endemic regions, delaying initiation of heartworm prevention
using Selarid beyond 2 months of first exposure to infective larvae

(e.g, starting puppies and kittens at >8 weeks of age), or gaps of >2
months in the administration of Selarid during periods of heartworm
transmission, increases the risk of the animal acquiring heartworms.
Animals with unknown heartworm history that test negative for
heartworms prior to the initiation of Selarid may be harboring pre-patent
infections at the time Selarid was started. Testing such animals 3—4
months after initiation of Selarid would be necessary to confirm their
negative heartworm status.

At the discretion of the veterinarian, cats =6 months of age may be tested
to determine the presence of existing heartworm infections before
beginning treatment with Selarid. Cats already infected with adult
heartworms can be given Selarid monthly to prevent further infections.

Ear Mite Treatment in Dogs and Cats

For the treatment of ear mite (0. cynotis) infestations in dogs and cats,
Selarid should be administered once as a single topical dose. A second
monthly dose may be required in some dogs. Monthly use of Selarid will
control any subsequent ear mite infestations. In the clinical field trials ears
were not cleaned, and many animals still had debris in their ears after the
second dose. Cleansing of the infested ears is recommended to remove
the debris.

Sarcoptic Mange Treatment in Dogs

For the treatment of sarcoptic mange (S. scabiei) in dogs, Selarid should be
administered once as a single topical dose. A second monthly dose may be
required in some dogs. Monthly use of Selarid will control any subsequent
sarcoptic mange mite infestations. Because of the difficulty in finding
sarcoptic mange mites on skin scrapings, effectiveness assessments also
were based on resolution of clinical signs. Resolution of the pruritus
associated with the mite infestations was observed in approximately 50%
of the dogs 30 days after the first treatment and in approximately 90% of
the dogs 30 days after the second monthly treatment.

Tick Control in Dogs

For the control of tick (Dermacentor variabilis) infestations in dogs, Selarid
should be administered on a monthly basis. In heavy tick infestations,
complete efficacy may not be achieved after the first dose. In these cases,
one additional dose may be administered two weeks after the previous
dose, with monthly dosing continued thereafter.

Nematode Treatment in Cats

For the treatment and control of intestinal hookworm (A. tubaeforme) and
roundworm (T. cati) infections, Selarid should be applied once as a single
topical dose.

WARNINGS:

User Safety Warnings

Not for human use. Keep out of reach of children.

In humans, Selarid may be irritating to skin and eyes.

Reactions such as hives, itching and skin redness have been reported in
humans. Individuals with known hypersensitivity to Selarid should use
the product with caution or consult a health care professional. Selarid
contains isopropyl alcohol and the preservative butylated hydroxytoluene

Wash hands after use and wash off any product in contact with the skin
immediately with soap and water.

If contact with eyes occurs, then flush eyes copiously with water; if
wearing contact lenses, rinse the eyes first then remove contact lenses
and continue to rinse for 5-10 minutes and seek medical attention.

In case of ingestion by a human, contact a physician immediately.

The safety data sheet (SDS) provides more detailed occupational safety
information. To obtain a SDS contact Norbrook at 1-866-591-5777 or
www.norbrook.com.

Flammable - Keep away from heat, sparks, open flames or other sources
of ignition.

Animal Safety Warnings

Do not use in sick, debilitated or underweight animals (see
TARGET ANIMAL SAFETY).

PRECAUTIONS:

Prior to administration of Selarid, dogs should be tested for existing
heartworm infections. At the discretion of the veterinarian, infected
dogs should be treated to remove adult heartworms. Selarid is not
effective against adult D. immitis and, while the number of circulating
microfilariae may decrease following treatment, Selarid is not effective
for microfilariae clearance.

Hypersensitivity reactions have not been observed in dogs with patent
heartworm infections administered selamectin solution (see TARGET
ANIMAL SAFETY).

ADVERSE REACTIONS:

Pre-Approval Clinical Trials:

Following treatment with selamectin solution, transient localized
alopecia with or without inflammation at or near the site of application
was observed in approximately 1% of 691 treated cats. Other signs
observed (<0.5% of 1743 treated cats and dogs) included vomiting,
loose stool or diarrhea with or without blood, anorexia, lethargy,
salivation, tachypnea, and muscle tremors.

Post-Approval Experience (2021):

The following adverse events are based on post-approval adverse drug
experience reporting for selamectin solution. Not all adverse events are
reported to FDA/CVM. Itis not always possible to reliably estimate the
adverse event frequency or establish a causal relationship to product
exposure using this data.

The following adverse events reported for dogs are listed in decreasing
order of reporting frequency:

Lethargy, vomiting, diarrhea, anorexia, generalized pruritus, seizures,
application site reactions (including alopecia, lesions, erythema,
pruritus, and inflammation), tremors, ataxia, death, and dermatitis.

The following adverse events reported for cats are listed in decreasing
order of reporting frequency:

Application site reactions (including alopecia, lesions, erythema, pruritus,
inflammation, vesicles, blisters, and excoriations), lethargy, anorexia,
vomiting, death, generalized pruritus, diarrhea, ataxia, fever, generalized
alopecia, tremors, hypersalivation, dermatitis, and seizures.

CONTACT INFORMATION:

Contact Norbrook at 1-866-591-5777 or www.norbrook.com.

To report suspected adverse drug experiences, contact Norbrook at
1-866-591-5777. For additional information about reporting adverse
drug experiences for animal drugs, contact FDA at 1-888-FDA-VETS or
http://www.fda.gov/reportanimalae

TARGET ANIMAL SAFETY:

Selamectin solution has been tested safe in over 100 different pure

and mixed breeds of healthy dogs and over 15 different pure and mixed
breeds of healthy cats, including pregnant and lactating females,
breeding males and females, puppies six weeks of age and older, kittens
eight weeks of age and older, and avermectin-sensitive collies. A kitten,
estimated to be 5-6 weeks old (0.3 kg), died 8 2 hours after receiving a
single treatment of selamectin solution at the recommended dosage.
The kitten displayed clinical signs which included muscle spasms,
salivation and neurological signs. The kitten was a stray with an unknown
history and was malnourished and underweight (see WARNINGS).

DOGS: In safety studies, selamectin solution was administered at 1,3, 5,
and 10 times the recommended dose to six-week-old puppies, and no
adverse reactions were observed. The safety of selamectin solution
administered orally also was tested in case of accidental oral ingestion.
Oral administration of selamectin solution at the recommended topical
dose in 5- to 8-month-old beagles did not cause any adverse reactions.
Ina pre-clinical study selamectin was dosed orally to ivermectin-sensitive
collies. Oral administration of 2.5, 10, and 15 mg/kg in this dose escalating
study did not cause any adverse reactions; however, eight hours after
receiving 5 mg/kg orally, one avermectin-sensitive collie became ataxic
for several hours, but did not show any other adverse reactions after
receiving subsequent doses of 10 and 15 mg/kg orally. In a topical safety
study conducted with avermectin-sensitive collies at 1,3 and 5 times the
recommended dose of selamectin solution, salivation was observed in all
treatment groups, including the vehicle control. Selamectin solution also
was administered at 3 times the recommended dose to heartworm
infected dogs, and no adverse effects were observed.

CATS: In safety studies, selamectin solution was applied at 1,3, 5,

and 10 times the recommended dose to six-week-old kittens. No
adverse reactions were observed. The safety of selamectin solution
administered orally also was tested in case of accidental oral ingestion.
Oral administration of the recommended topical dose of selamectin
solution to cats caused salivation and intermittent vomiting. Selamectin
solution also was applied at 4 times the recommended dose to patent
heartworm infected cats, and no adverse reactions were observed.

In well-controlled clinical studies, selamectin solution was used safely
in animals receiving other frequently used veterinary products such as
vaccines, anthelmintics, antiparasitics, antibiotics, steroids, collars,
shampoos and dips.

STORAGE CONDITIONS: Store below 86°F (30°C).

HOW SUPPLIED: Available in eight separate dose strengths for dogs and
cats of different weights (see DOSAGE). Selarid for puppies and kittens is
available in cartons containing 3 single dose applicators. Selarid for cats
and dogs is available in cartons containing 6 single dose applicators.
Approved by FDA under ANADA # 200-663

Selarid® s a registered trademark of Norbrook Laboratories Limited
Made in Ireland

Manufactured by:

Norbrook Manufacturing Ltd.

Rossmore Industrial Estate

Monaghan, Co. Monaghan

Ireland.
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Client Information About

Selarid’

(selamectin)
Selarid (pronounced "Sel-a-rid")
Generic name: selamectin ("sel-a-mec-tin")

This summary contains important information about
Selarid®. You should read this information before you start
using Selarid on your dog or cat and review it each time
your prescription is refilled. This sheet is provided only as a
summary and does not take the place of instructions from
your veterinarian. Talk to your veterinarian if you do not
understand any of this information or if you want to know
more about Selarid.

What is Selarid?

Selarid is a topical parasiticide that is applied to the skin of
dogs six weeks of age and older and cats eight weeks of age
and older to kill adult fleas and prevent flea eggs from
hatching, prevent heartworm disease and protect your pet
against other parasites (see below).

Why has my veterinarian prescribed Selarid?

Selarid has been prescribed by your veterinarian to treat,
prevent and/or control the following parasites in your dog or
cat:

Dog Parasites:

o (ontrol and prevention of flea infestation (Ctenocephalides
felis)

o Prevention of heartworm disease (Dirofilaria immitis)

e Treatment and control of ear mite infestation (Otodectes
¢ynotis)

o Treatment and control of sarcoptic mange (Sarcoptes
scabiei)

o (ontrol of the American Dog Tick (Dermacentor variabilis)

Cat Parasites:

o (ontrol and prevention of flea infestation (Ctenocephalides
felis)

o Prevention of heartworm disease (Dirofilaria immitis)

o Treatment and control of ear mite infestation (Otodectes
cynotis)

o Treatment and control of intestinal worms Roundworm
(Toxocara cati)
Hookworm (Ancylostoma tubaeforme)

What should I discuss with my veterinarian before
Selarid is prescribed?

Your veterinarian is best suited to discuss and recommend
appropriate medications for your dog or cat. It is important
to discuss your pet's health history with your veterinarian so
he/she can decide if Selarid is right for your animal.

Selarid should not be used in sick, debilitated or
underweight animals.

Dogs should be tested for heartworm disease prior to giving
Selarid. If your dog tests positive for adult heartworms, your
veterinarian can recommend appropriate treatment.

Dogs infected with adult heartworms can safely be given
Selarid.

If your cat is older than six months of age, your veterinarian
may decide to test him/her for heartworm disease before
prescribing Selarid. Cats infected with adult heartworms can
be given Selarid to prevent further infections.

What dose of Selarid do | use on my dog or cat?

Your veterinarian will recommend the appropriate dose for
your dog or cat based on your animal's body weight.

You should not administer Selarid to dogs younger than

6 weeks of age or cats younger than 8 weeks of age. Selarid
is available in eight separate dose strengths for dogs and
cats of different weights.

What should I do if | do not give Selarid on time or
miss a dose?

If you forget to apply a monthly dose of Selarid, immediately
apply Selarid, resume monthly applications, and notify your
veterinarian.

What if | administer more than the prescribed
amount of Selarid to my dog or cat?

Contact your veterinarian if you administer more than the
prescribed amount of Selarid.

How should Selarid be applied?

o Remove the applicator from the
outer pouch using scissors or
fold along diagonal line to
expose nick; tear back at nick.

o Hold the applicator upright. Tap the
narrow part of the applicator to ensure
the contents remain within the main
body of the applicator. Twist or snap
back the tip.

o Part the hair on the back of the
animal at the base of the neck, in
front of the shoulder blades, until
the skin is visible.

o Apply the tip of the Selarid applicator
directly to the skin. Squeeze the applicator
firmly 3—4 times in one spot until empty.
Keep applicator compressed on the final
squeeze to avoid drawing liquid back into
applicator. Avoid contact between Selarid
and your fingers.

o While keeping applicator squeezed, drag it away from
liquid and lift up to remove.

o Ensure applicator is empty.

Do not massage Selarid into the skin.

Do not apply when the haircoat is wet.

Do not apply to broken skin — Selarid contains
alcohol.

Stiff hair, clumping of hair, hair discoloration, or a slight
powdery residue may be observed at the site in some
animals. These effects are usually temporary and do not
affect the safety or effectiveness of the product.

Can | give my pet a bath after applying Selarid?

Yes. Bathing or shampooing the dog 2 or more hours

after treatment will not reduce the effectiveness of Selarid
against fleas or heartworm. Bathing or shampooing the cat
24 hours after treatment will not reduce the effectiveness of
Selarid against fleas or heartworm.

When can | play with my pet following treatment
with Selarid?

You should avoid contact with application site when wet.
You may hold or play with your pet any time after the area
on which Selarid was applied is dry.

FLEAS

Ctenocephalides felis
Adult flea remains on the dog or cat
host, feeding and producing eggs.
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Adult fleas emerge
from the cocoon in
search of a blood
meal.

Larvae feed on
adult flea feces
which fall off the -
host and organic L o
debris present in

the environment

o * Eqgs fall off
W of the host
animal and

hatch within
2to5days
to larvae.

Larvae develop into
pupae inside a
debris-coated,

silk-like fiber cocoon
(cross section).

For each flea on the
host, there are
many more eggs,
larvae, and pupae
concentrated in the
environment |~ &
(carpet, bedding,
soil, decaying
vegetation, etc.). KRGS

I see fleas on my dog or cat. Is Selarid working?
Selarid kills adult fleas and prevents flea eggs from
hatching. You may occasionally see a few fleas on dogs

or cats treated with Selarid but more than 98% of adult
fleas are killed within 36 hours.

Immature stages of the flea called pupae may be present
in your pets' environment (yard, flooring, carpet, bedding,
etc.). These pupae are not killed by parasiticides (including
Selarid) and as such may emerge as adult fleas.

These adult fleas may hop onto your pet at anytime. They
must be exposed to Selarid on your dog or cat before being
killed. It can take from 3—5 weeks (or longer depending on
environmental conditions) for most fleas to complete their
4-stage life cycle (egg, larvae, pupae, and adult) and reach
the adult stage before being seen on your pet. Due to the

presence of immature flea stages in infested environments
it can take up to 2 to 3 monthly applications for Selarid to
maximally control the infestation of fleas in the environment.
Once the flea population is controlled you will be less likely
to see fleas.

I see ticks on my dog. Is Selarid working?

Selarid controls tick infestations only due to the American
Dog Tick (Dermacentor variabilis), a tick commonly found
on dogs. There are other common species of ticks that are
not killed or controlled by Selarid. Your veterinarian can
recommend appropriate products to control or kill ticks
common to your area. For the control of the American Dog
Tick, Selarid should be applied once a month; however,
your veterinarian may recommend a second administration
applied 14 days after the first dose if your dog has a heavy
tick infestation and/or recommend additional tick control
methods. It may take up to 5 days to kill the majority of
ticks on your dog.

What are the possible side effects of Selarid?
Following the use of Selarid, the following side effects have
been seen, listed in decreasing order of frequency for each
species.

Dogs- Sluggishness, vomiting, diarrhea (with or without
blood), decreased appetite, generalized itching, seizures,
hair loss or skin redness at the application site, trembling,
incoordination, skin inflammation, drooling, and rapid
breathing.

In some cases, death has been reported in dogs.

Cats- Hair loss at the site of application with or without
redness, flaking, or itching, sluggishness, decreased
appetite, vomiting, generalized itching, diarrhea (with or
without blood), incoordination, fever, hair loss, trembling,
drooling, skin inflammation, and seizures.

Severe application site reactions like blisters, scabbing, and
infection have been reported in cats.

In some cases, death has been reported in cats.

Can Selarid be given with other medicines?

In well-controlled clinical studies, selamectin solution was
used safely in dogs and cats receiving other veterinary
products such as vaccines, anthelmintics, antiparasitics,
antibiotics, steroids, collars, shampoos and dips.

Tell your veterinarian about all medicines you have given
your dog or cat in the past, and any medicines that you are
planning to use with Selarid. This should include other
medicines that you can get without a prescription. Your
veterinarian may want to check that all of your dog's or
cat's medicines can be given together.

How should Selarid be stored?

Selarid is flammable — Keep away from heat, sparks, open
flames or other sources of ignition. Store below 86°F (30°C).
After application, empty applicators can be placed in your
normal household refuse for disposal.

What else should | know about Selarid?
Selarid is not for use in humans.
Selarid should be kept out of reach of children.

In humans, Selarid may be irritating to skin and eyes.
Reactions such as hives, itching and skin redness have
been reported in humans. Individuals with known
hypersensitivity to Selarid should use the product with
caution or consult a health care professional. Selarid
contains isopropyl alcohol and the preservative butylated
hydroxytoluene (BHT).

Wash hands after use and wash off any product in contact
with skin immediately with soap and water. In case of
human ingestion contact a doctorimmediately.
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