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Non-steroidal anti-inflammatory drug

For oral use in dogs only

CAUTION:

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

DESCRIPTION:

Levafen™ (carprofen) Chewable Tablets are a non-steroidal anti-inflammatory drug
(NSAID) of the propionic acid class that includes ibuprofen, naproxen, and ketoprofen.
Carprofen is the nonproprietary designation for a substituted carbazole, 6-chloro-a-
methyl-9H-carbazole-2-acetic acid. The empirical formula is C;5H12CINO> and the
molecular weight 273.72. The chemical structure of carprofen is:
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Carprofen is a white, crystalline compound. It is freely soluble in ethanol, but practically
insoluble in water at 252 C.

CLINICAL PHARMACOLOGY:

Carprofen is a non-narcotic, non-steroidal anti-inflammatory agent with characteristic
analgesic and antipyretic activity approximately equipotent to indomethacin in animal



models.1

The mechanism of action of carprofen, like that of other NSAIDs, is believed to be
associated with the inhibition of cyclooxygenase activity. Two unique cyclooxygenases
have been described in mammals.2 The constitutive cyclooxygenase, COX-1,
synthesizes prostaglandins necessary for normal gastrointestinal and renal function.
The inducible cyclooxygenase, COX-2, generates prostaglandins involved in
inflammation. Inhibition of COX-1 is thought to be associated with gastrointestinal and
renal toxicity while inhibition of COX-2 provides anti-inflammatory activity. The specificity
of a particular NSAID for COX-2 versus COX-1 may vary from species to species.3 In an
in vitro study using canine cell cultures, carprofen demonstrated selective inhibition of
COX-2 versus COX-1.4 Clinical relevance of these data has not been shown. Carprofen
has also been shown to inhibit the release of several prostaglandins in two inflammatory
cell systems: rat polymorphonuclear leukocytes (PMN) and human rheumatoid synovial
cells, indicating inhibition of acute (PMN system) and chronic (synovial cell system)
inflammatory reactions.!

Several studies have demonstrated that carprofen has modulatory effects on both
humoral and cellular immune responses.>-9 Data also indicate that carprofen inhibits the
production of osteoclast-activating factor (OAF), PGE;, and PGE> by its inhibitory effect
in prostaglandin biosynthesis.1

Based upon comparison with data obtained from intravenous administration, carprofen
is rapidly and nearly completely absorbed (more than 90% bioavailable) when
administered orally.10 Peak blood plasma concentrations are achieved in 1-3 hours after
oral administration of 1, 5, and 25 mg/kg to dogs. The mean terminal half-life of
carprofen is approximately 8 hours (range 4.5-9.8 hours) after single oral doses varying
from 1-35 mg/kg of body weight. After a 100 mg single intravenous bolus dose, the
mean elimination half-life was approximately 11.7 hours in the dog. Carprofen is more
than 99% bound to plasma protein and exhibits a very small volume of distribution.

Carprofen is eliminated in the dog primarily by biotransformation in the liver followed by
rapid excretion of the resulting metabolites (the ester glucuronide of carprofen and the
ether glucuronides of 2 phenolic metabolites, 7-hydroxy carprofen and 8-hydroxy
carprofen) in the feces (70-80%) and urine (10-20%). Some enterohepatic circulation of
the drug is observed.

INDICATIONS:

Levafen Chewable Tablets are indicated for the relief of pain and inflammation associated
with osteoarthritis and for the control of postoperative pain associated with soft tissue
and orthopedic surgeries in dogs.

CONTRAINDICATIONS:

Levafen Chewable Tablets should not be used in dogs exhibiting previous
hypersensitivity to carprofen.

WARNINGS:

Keep out of reach of children. Not for human use. Consult a physician in cases of



accidental ingestion by humans. For use in dogs only. Do not use in cats.

All dogs should undergo a thorough history and physical examination before initiation of
NSAID therapy. Appropriate laboratory tests to establish hematological and serum
biochemical baseline data prior to, and periodically during, administration of any NSAID
should be considered. Owners should be advised to observe for signs of
potential drug toxicity (see Information for Dog Owners, Adverse Reactions,
Animal Safety and Post-Approval Experience).

PRECAUTIONS:

As a class, cyclooxygenase inhibitory NSAIDs may be associated with gastrointestinal,
renal and hepatic toxicity. Effects may result from decreased prostaglandin production
and inhibition of the enzyme cyclooxygenase which is responsible for the formation of
prostaglandins from arachidonic acid.11-14 When NSAIDs inhibit prostaglandins that
cause inflammation they may also inhibit those prostaglandins which maintain normal
homeostatic function. These anti-prostaglandin effects may result in clinically significant
disease in patients with underlying or pre-existing disease more often than in healthy
patients.12:14 NSAID therapy could unmask occult disease which has previously been
undiagnosed due to the absence of apparent clinical signs. Patients with underlying renal
disease for example, may experience exacerbation or decompensation of their renal
disease while on NSAID therapy.11-14 The use of parenteral fluids during surgery should
be considered to reduce the potential risk of renal complications when using NSAIDs
perioperatively.

Carprofen is an NSAID, and as with others in that class, adverse reactions may occur
with its use. The most frequently reported effects have been gastrointestinal signs.
Events involving suspected renal, hematologic, neurologic, dermatologic, and hepatic
effects have also been reported. Patients at greatest risk for renal toxicity are those that
are dehydrated, on concomitant diuretic therapy, or those with renal, cardiovascular,
and/or hepatic dysfunction. Concurrent administration of potentially nephrotoxic drugs
should be approached cautiously, with appropriate monitoring. Concomitant use of
Levafen Chewable Tablets with other anti-inflammatory drugs, such as other NSAIDs or
corticosteroids, should be avoided because of the potential increase of adverse
reactions, including gastrointestinal ulcerations and/or perforations. Sensitivity to drug-
associated adverse reactions varies with the individual patient. Dogs that have
experienced adverse reactions from one NSAID may experience adverse reactions from
another NSAID. Carprofen treatment was not associated with renal toxicity or
gastrointestinal ulceration in well-controlled safety studies of up to ten times the dose in
healthy dogs.

Carprofen is not recommended for use in dogs with bleeding disorders (e.g., Von
Willebrand's disease), as safety has not been established in dogs with these disorders.
The safe use of carprofen in animals less than 6 weeks of age, pregnant dogs, dogs
used for breeding purposes, or in lactating bitches has not been established. Studies to
determine the activity of carprofen when administered concomitantly with other protein-
bound or similarly metabolized drugs have not been conducted. Drug compatibility
should be monitored closely in patients requiring additional therapy. Such drugs
commonly used include cardiac, anticonvulsant and behavioral medications. It has been
suggestlesd that treatment with carprofen may reduce the level of inhalant anesthetics
needed.



If additional pain medication is warranted after administration of the total daily dose of
Levafen Chewable Tablets, alternative analgesia should be considered. The use of
another NSAID is not recommended. Consider appropriate washout times when
switching from one NSAID to another or when switching from corticosteroids use to
NSAID use.

Due to the flavoring contained in Levafen Chewable Tablets, store out of the reach of
dogs and in a secured area. Severe adverse reactions may occur if large quantities of
tablets are ingested. If you suspect your dog has consumed Levafen Chewable Tablets
above the labeled dose, please call your veterinarian for immediate assistance and
notify the manufacturer. 1-833-571-1525.

INFORMATION FOR DOG OWNERS:

Levafen Chewable Tablets, like other drugs of its class, are not free from adverse
reactions. Owners should be advised of the potential for adverse reactions and

be informed of the clinical sighs associated with drug intolerance. Adverse reactions may
include decreased appetite, vomiting, diarrhea, dark or tarry stools, increased water
consumption, increased urination, pale gums due to anemia, yellowing of gums, skin or
white of the eye due to jaundice, lethargy, incoordination, seizure, or behavioral
changes.Serious adverse reactions associated with this drug class can occur
without warning and in rare situations result in death (see Adverse
Reactions). Owners should be advised to discontinue Levafen Chewable
Tablets therapy and contact their veterinarian immediately if signs of
intolerance are observed. The vast majority of patients with drug related adverse
reactions have recovered when the signs are recognized, the drug is withdrawn, and
veterinary care, if appropriate, is initiated. Owners should be advised of the importance
of periodic follow up for all dogs during administration of any NSAID.

ADVERSE REACTIONS:

During investigational studies for the caplet formulation with twice daily administration of
1 mg/Ib, no clinically significant adverse reactions were reported. Some clinical signs
were observed during field studies (n=297) which were similar for carprofen caplet- and
placebo-treated dogs. Incidences of the following were observed in both groups:
vomiting (4%), diarrhea (4%), changes in appetite (3%), lethargy (1.4%), behavioral
changes (1%), and constipation (0.3%). The product vehicle served as control.

There were no serious adverse events reported during clinical field studies with once
daily administration of 2 mg/lb. The following categories of abnormal health observations
were reported. The product vehicle served as control.

Percentage of Dogs with Abnormal Health
Observations Reported in Clinical Field Study (2
mg/Ilb once daily)

Observation Carprofen (n=129) Placebo (n=132)
Inappetence 1.6 1.5

Vomiting 3.1 3.8
Diarrhea/Soft stool 3.1 4.5



Behavior change 0.8 0.8
0.8

Dermatitis 0.8
PU/PD 0.8 —

SAP increase 7.8 8.3
ALT increase 54 4.5
AST increase 2.3 0.8
BUN increase 3.1 1.5
Bilirubinuria 16.3 12.1
Ketonuria 14.7 9.1

Clinical pathology parameters listed represent reports of increases from pre-treatment
values; medical judgment is necessary to determine clinical relevance.

During investigational studies of surgical pain for the caplet formulation, no clinically
significant adverse reactions were reported. The product vehicle served as control.

Percentage of Dogs with Abnormal Health Observations
Reported in Surgical Pain Field Studies with Caplets (2
mg/Ilb once daily)

Observation* Carprofen (n=148) Placebo (n=149)
Vomiting 10.1 13.4
Diarrhea/soft stool 6.1 6.0
Ocular disease 2.7 0
Inappetence 1.4 0
Dermatitis/Skin lesion 2.0 1.3
Dysrhythmia 0.7 0
Apnea 1.4 0
Oral/Periodontal disease 1.4 0
Pyrexia 0.7 1.3
Urinary tract disease 1.4 1.3
Wound drainage 1.4 0

* A single dog may have experienced more than one occurrence of an event.

During investigational studies for the chewable tablet formulation, gastrointestinal signs
were observed in some dogs. These signs included vomiting and soft stools.

Post-Approval Experience:

Although not all adverse reactions are reported, the following adverse reactions are
based on voluntary post-approval adverse drug experience reporting. The categories of
adverse reactions are listed in decreasing order of frequency by body system.

Gastrointestinal: Vomiting, diarrhea, constipation, inappetence, melena, hematemesis,
gastrointestinal ulceration, gastrointestinal bleeding, pancreatitis.

Hepatic: Inappetence, vomiting, jaundice, acute hepatic toxicity, hepatic enzyme
elevation, abnormal liver function test(s), hyperbilirubinemia, bilirubinuria,
hypoalbuminemia. Approximately one-fourth of hepatic reports were in Labrador
Retrievers.



Neurologic: Ataxia, paresis, paralysis, seizures, vestibular signs, disorientation.

Urinary: Hematuria, polyuria, polydipsia, urinary incontinence, urinary tract infection,
azotemia, acute renal failure, tubular abnormalities including acute tubular necrosis, renal
tubular acidosis, glucosuria.

Behavioral: Sedation, lethargy, hyperactivity, restlessness, aggressiveness.

Hematologic: Immune-mediated hemolytic anemia, immune-mediated thrombocytopenia,
blood loss anemia, epistaxis.

Dermatologic: Pruritus, increased shedding, alopecia, pyotraumatic moist dermatitis (hot
spots), necrotizing panniculitis/vasculitis, ventral ecchymosis.

Immunologic or hypersensitivity: Facial swelling, hives, erythema.

In rare situations, death has been associated with some of the adverse reactions listed
above.

To report suspected adverse drug events, for technical assistance or to obtain a copy
of the Safety Data Sheet, contact the manufacturer at 1-833-571-1525. For additional
information about adverse drug experience reporting for animal drugs, contact FDA at
1-888-FDA-VETS or http://www.fda.gov/reportanimalae.

DOSAGE AND ADMINISTRATION:

Always provide Client Information Sheet with prescription. Carefully consider the
potential benefits and risk of Levafen Chewable Tablets and other treatment options
before deciding to use Levafen Chewable Tablets. Use the lowest effective dose for the
shortest duration consistent with individual response. The recommended dosage for
oral administration to dogs is 2 mg/lb of body weight daily. The total daily dose may be
administered as 2 mg/lb of body weight once daily or divided and administered as 1
mg/lb twice daily. For the control of postoperative pain, administer approximately 2
hours before the procedure. Levafen Chewable Tablets are scored and dosage should
be calculated in half-tablet increments. Tablets can be halved by placing the tablet on a
hard surface and pressing down on both sides of the score. Levafen Chewable Tablets
may be fed by hand or placed in food. Care should be taken to ensure that the dog
consumes the complete dose.

EFFECTIVENESS:

Confirmation of the effectiveness of carprofen for the relief of pain and inflammation
associated with osteoarthritis, and for the control of postoperative pain associated with
soft tissue and orthopedic surgeries, was demonstrated in 5 placebo-controlled, masked
studies examining the anti-inflammatory and analgesic effectiveness of carprofen
caplets in various breeds of dogs.

Separate placebo-controlled, masked, multicenter field studies confirmed the anti-
inflammatory and analgesic effectiveness of carprofen caplets when dosed at 2 mg/Ib
once daily or when divided and administered at 1 mg/Ib twice daily. In these 2 field
studies, dogs diagnosed with osteoarthritis showed statistically significant overall
improvement based on lameness evaluations by the veterinarian and owner



observations when administered carprofen at labeled doses.

Separate placebo-controlled, masked, multicenter field studies confirmed the
effectiveness of carprofen caplets for the control of postoperative pain when dosed at
2 mg/lb once daily in various breeds of dogs. In these studies, dogs presented for
ovariohysterectomy, cruciate repair and aural surgeries were administered

carprofen preoperatively and for a maximum of 3 days (soft tissue) or 4 days
(orthopedic) postoperatively. In general, dogs administered carprofen showed
statistically significant reduction in pain scores compared to controls.

ANIMAL SAFETY:

Laboratory studies in unanesthetized dogs and clinical field studies have demonstrated
that carprofen is well tolerated in dogs after oral administration.

In target animal safety studies, carprofen was administered orally to healthy Beagle dogs
at 1, 3, and 5 mg/Ib twice daily (1, 3 and 5 times the recommended total daily dose) for
42 consecutive days with no significant adverse reactions. Serum albumin for a single
female dog receiving 5 mg/Ib twice daily decreased to 2.1 g/dL after 2 weeks of
treatment, returned to the pre-treatment value (2.6 g/dL) after 4 weeks of treatment,
and was 2.3 g/dL at the final 6-week evaluation. Over the 6-week treatment period, black
or bloody stools were observed in 1 dog (1 incident) treated with 1 mg/lb twice daily and
in 1 dog (2 incidents) treated with 3 mg/Ib twice daily. Redness of the colonic mucosa
was observed in 1 male that received 3 mg/Ib twice daily.

Two of 8 dogs receiving 10 mg/Ib orally twice daily (10 times the recommended total
daily dose) for 14 days exhibited hypoalbuminemia. The mean albumin level in the dogs
receiving this dose was lower (2.38 g/dL) than each of 2 placebo control groups (2.88
and 2.93 g/dL, respectively). Three incidents of black or bloody stool were observed in 1
dog. Five of 8 dogs exhibited reddened areas of duodenal mucosa on gross pathologic
examination. Histologic examination of these areas revealed no evidence of ulceration,
but did show minimal congestion of the lamina propria in 2 of the 5 dogs.

In separate safety studies lasting 13 and 52 weeks, respectively, dogs were
administered orally up to 11.4 mg/Ib/day (5.7 times the recommended total daily dose of
2 mg/lb) of carprofen. In both studies, the drug was well tolerated clinically by all of the
animals. No gross or histologic changes were seen in any of the treated animals. In both
studies, dogs receiving the highest doses had average increases in serum L-alanine
aminotransferase (ALT) of approximately 20 IU.

In the 52-week study, minor dermatologic changes occurred in dogs in each of the
treatment groups but not in the control dogs. The changes were described as

slight redness or rash and were diagnosed as non-specific dermatitis. The possibility
exists that these mild lesions were treatment related, but no dose relationship

was observed.

Clinical field studies were conducted with 549 dogs of different breeds at the
recommended oral doses for 14 days (297 dogs were included in a study evaluating
1 mg/Ib twice daily and 252 dogs were included in a separate study evaluating 2 mg/lb
once daily). In both studies the drug was clinically well tolerated and the incidence of
clinical adverse reactions for carprofen-treated animals was no higher than placebo-



treated animals (placebo contained inactive ingredients found in carprofen). For animals
receiving 1 mg/Ib twice daily, the mean post-treatment serum ALT values were 11 1U
greater and 9 IU less than pre-treatment values for dogs receiving carprofen and
placebo, respectively. Differences were not statistically significant. For animals receiving
2 mg/lb once daily, the mean post-treatment serum ALT values were 4.5 |U greater and
0.9 IU less than pre-treatment values for dogs receiving carprofen and placebo,
respectively. In the latter study, 3 carprofen-treated dogs developed a 3-fold or greater
increase in (ALT) and/or (AST) during the course of therapy. One placebo-treated dog
had a greater than 2-fold increase in ALT. None of these animals showed clinical signs
associated with laboratory value changes. Changes in the clinical laboratory values
(hematology and clinical chemistry) were not considered clinically significant. The 1 mg/lb
twice daily course of therapy was repeated as needed at 2-week intervals in 244 dogs,
some for as long as 5 years.

Clinical field studies were conducted in 297 dogs of different breeds undergoing
orthopedic or soft tissue surgery. Dogs were administered 2 mg/lb of carprofen

two hours prior to surgery then once daily, as needed for 2 days (soft tissue surgery)
or 3 days (orthopedic surgery). Carprofen was well tolerated when used in conjunction
with a variety of anesthetic-related drugs. The type and severity of abnormal health
observation in carprofen- and placebo-treated animals were approximately equal and
few in number (see Adverse Reactions). The most frequent abnormal health observation
was vomiting and was observed at approximately the same frequency in carprofen- and
placebo-treated animals. Changes in clinicopathologic indices of hematopoietic, renal,
hepatic, and clotting function were not clinically significant. The mean post-treatment
serum ALT values were 7.3 IU and 2.5 IU less than pre-treatment values for dogs
receiving carprofen and placebo, respectively. The mean post-treatment AST values
were 3.1 IU less for dogs receiving carprofen and 0.2 IU greater for dogs receiving
placebo.

STORAGE:

Store at 20° to 25°C (68° to 77°F); excursions permitted between 15° and 30°C (59°
and 86°F) [see USP Controlled Room Temperature]
Use within 90 days of splitting.

HOW SUPPLIED:

Levafen Chewable Tablets are scored, and contain 25 mg, 75 mg, or 100 mg of
carprofen per tablet. Each tablet size is packaged in bottles
containing 30, 60, or 180 tablets.

NDC Number Tablet size Tablets/Bottle
46066-084-36 25 mg 30
46066-084-39 25 mg 60
46066-084-38 25 mg 180
46066-085-36 75 mg 30
46066-085-39 75 mg 60
46066-085-38 75 mg 180

46066-086-36 100 mg 30



46066-086-39 100 mg 60
46066-086-38 100 mg 180
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OBSERVE LABEL
TAKE TIME (@) DIRECTIONS

Dog Owner Information about LEVAFEN™ (carprofen) Chewable Tablets for
Osteoarthritis and Post-Surgical Pain

This summary contains important information about Levafen Chewable Tablets. You
should read this information before you start giving your dog Levafen Chewable Tablets
and review it each time the 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 Levafen Chewable Tablets.

What are Levafen Chewable Tablets?

Levafen Chewable Tablets are a nonsteroidal anti-inflammatory drug (NSAID) that is used

to reduce pain and inflammation (soreness) due to osteoarthritis and pain following

surgery in dogs. Levafen Chewable Tablets are a prescription drug for dogs. It is

available as a chewable tablet and is given to dogs by mouth.

Osteoarthritis (OA) is a painful condition caused by “wear and tear” of cartilage and

other parts of the joints that may result in the following changes or signs in your dog:

e Limping or lameness

e Decreased activity or exercise (reluctance to stand, climb stairs, jump or run, or
difficulty in performing these activities)

e Stiffness or decreased movement of joints

To control surgical pain (e.g. for surgeries such as spays, ear procedures or orthopedic
repairs) your veterinarian may administer Levafen Chewable Tablets before the
procedure and recommend that your dog be treated for several days after going home.

What kind of results can | expect when my dog is on Levafen Chewable
Tablets?

W hile Levafen Chewable Tablets are not a cure for osteoarthritis, it can relieve the pain
and inflammation of OA and improve your dog's mobility.

» Response varies from dog to dog but can be quite dramatic.

* In most dogs, improvement can be seen in a matter of days.

* |f Levafen Chewable Tablets are discontinued or not given as directed, your dog's pain
and inflammation may come back.

Who should not take Levafen Chewable Tablets?

Your dog should not be given Levafen Chewable Tablets if he/she:

* Has had an allergic reaction to carprofen, the active ingredient of Levafen Chewable
Tablets.

» Has had an allergic reaction to aspirin or other NSAIDs (for example deracoxib,
etodolac, firocoxib, meloxicam, phenylbutazone or tepoxalin) such as hives, facial
swelling, or red or itchy skin.



Levafen Chewable Tablets should be given to dogs only. Cats should not be
given Levafen Chewable Tablets. Call your veterinarian immediately if your cat receives
Levafen Chewable Tablets. People should not take Levafen Chewable Tablets. Keep
Levafen Chewable Tablets and all medicines out of reach of children. Call your physician
immediately if you accidently take Levafen Chewable Tablets.

How to give Levafen Chewable Tablets to your dog.

Levafen Chewable Tablets should be given according to your veterinarian's instructions.
Your veterinarian will tell you what amount of Levafen Chewable Tablets are right for
your dog and for how long it should be given. Most dogs will take Levafen Chewable
Tablets right out of your hand or the tablet can be placed in the mouth. Levafen
Chewable Tablets may be given with or without food.

What to tell/ask your veterinarian before giving Levafen Chewable Tablets.

Talk to your veterinarian about:

» The signs of OA you have observed (for example limping, stiffness).

* The importance of weight control and exercise in the management of OA.

* What tests might be done before Levafen Chewable Tablets are prescribed.
* How often your dog may need to be examined by your veterinarian.

* The risks and benefits of using Levafen Chewable Tablets.

Tell your veterinarian if your dog has ever had the following medical problems:

» Experienced side effects from Levafen Chewable Tablets or other NSAIDs, such as
aspirin

* Digestive upset (vomiting and/or diarrhea)

* Liver disease

* Kidney disease

* A bleeding disorder (for example, Von Willebrand's disease)

Tell your veterinarian about:

* Any other medical problems or allergies that your dog has now or has had.

* All medicines that you are giving your dog or plan to give your dog, including those
you can get without a prescription.

Tell your veterinarian if your dog is:
* Pregnant, nursing or if you plan to breed your dog.

What are the possible side effects that may occur in my dog during Levafen
Chewable Tablets therapy?

Levafen Chewable Tablets, like other drugs, may cause some side effects. Serious but
rare side effects have been reported in dogs taking NSAIDs, including Levafen Chewable
Tablets. Serious side effects can occur with or without warning and in rare situations
result in death.

The most common NSAID-related side effects generally involve the stomach (such as
bleeding ulcers), and liver or kidney problems. Look for the following side effects that
can indicate your dog may be having a problem with Levafen Chewable Tablets or may
have another medical problem:

» Decrease or increase in appetite

* Vomiting

* Change in bowel movements (such as diarrhea, or black, tarry or bloody stools)

* Change in behavior (such as decreased or increased activity level, incoordination,
seizure or aggression)



* Yellowing of gums, skin, or whites of the eyes (jaundice)

* Change in drinking habits (frequency, amount consumed)

* Change in urination habits (frequency, color, or smell)

* Change in skin (redness, scabs, or scratching)

It is important to stop therapy and contact your veterinarian immediately if you think
your dog has a medical problem or side effect from Levafen Chewable Tablets therapy.
If you have additional questions about possible side effects, talk to your veterinarian.

Can Levafen Chewable Tablets be given with other medicines?

Levafen Chewable Tablets should not be given with other NSAIDs (for example, aspirin,
deracoxib, etodolac, firocoxib, meloxicam, tepoxalin) or steroids (for example,
cortisone, dexamethasone, prednisone, triamcinolone).

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

What do | do in case my dog eats more than the prescribed amount of
Levafen Chewable Tablets?

Contact your veterinarian immediately if your dog eats more than the prescribed amount
of Levafen Chewable Tablets.

How to store Levafen Chewable Tablets.
Levafen Chewable Tablets are designed to taste good to animals.

Keep Levafen Chewable Tablets in a secured storage area out of the reach
of your dog and other pets. If your dog ingests more than your

veterinarian prescribed, or if your other pets take Levafen Chewable Tablets, contact
your veterinarian right away.

What else should | know about Levafen Chewable Tablets?

This sheet provides a summary of information about Levafen Chewable Tablets. If you
have any questions or concerns about Levafen Chewable Tablets or osteoarthritis pain,
or postoperative pain, talk to your veterinarian.

As with all prescribed medicines, Levafen Chewable Tablets should only be given to the
dog for which it was prescribed. It should be given to your dog only for the condition for
which it was prescribed.

It is important to periodically discuss your dog's response to Levafen Chewable Tablets
at regular check ups. Your veterinarian will best determine if your dog is responding as
expected and if your dog should continue receiving Levafen Chewable Tablets.

To report suspected adverse drug events, for technical assistance or to obtain a copy
of the Safety Data Sheet, contact the manufacturer at 1-833-571-1525.For additional
information about adverse drug experience reporting for animal drugs, contact FDA at
1-888-FDA-VETS or http://www.fda.gov/reportanimalae.

Use within 90 days of splitting.

Approved by FDA under ANADA # 200-706
Manufactured for:

Aspen Veterinary Resources®, LTD., Liberty, MO 64068
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PRINCIPAL DISPLAY PANEL - 25 mg Tablet x 30 count
NDC:46066-084-36
30 Tablets

LEVAFENTM
(carprofen)
CHEWABLE TABLETS
25 mg

For oral use in dogs only

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

Non-steroidal anti-inflammatory drug
Each scored tablet contains 25 mg of carprofen.
Approved by FDA under ANADA # 200-706

115.00 mm

Indications: Carprofen is indicated for the relief of pain and ~ JLLEEE 28
inflammation associated with ostecarthritis and for the Pigal
1

control of postoperative pain associated with soft tissue and -

orthapedic surgeries in dogs. L{E{ymﬁofeﬁ}ﬂ 935 5 03517

Dosage: Always provide Client Information Sheet with .

precipion, Grefl cnsider th oenal beneftsan 4 CHEWABLE TABLETS :‘Lj;';'n“f:e' ety ot pfy;fa‘: Iﬁ’[i‘;‘f;ﬁ"&:ﬁgﬂé
of Levafen™ Chewable Tablets and other treatment options  Fg luse i

before deciding to use Levafen™ Chewable Tablets, Use the dn;':r:myse v m inestion by humans. For use in dogs only. Do not &

use in cats. Please Refer to Qutsert for Complete

lowest effective dose for the shortest duration consistent with Cavtion: Faderal lavd restricts this Wannings and Precautions.

individual response. The recommended dosage for oral  Gryoiouseby oron theorderofa
administration to dogs is 2 mg/1b (4.4 mg/kg) of body weight I|ceur?sed \rereﬁnanan

daily. The total daily dose may be administered as 2 mgib of  Non-stesoidal anti- -inflammatory drug
body weight daily or divided and administeredas 1mg/lb (2.2 ach scored tablet contains 25 mg
mg/kq) twice daily. For the control of postoperative pain, of arprofen.

administer approximately 2 hours before the procedure.  pnproyed by FDA under

Tablets are scored and dosage should be calculated in ANADA # 200-706

half-tablets increments. 30 Tablets

PRINCIPAL DISPLAY PANEL - 25 mg Tablet x 60 count
NDC:46066-084-39
60 Tablets

— 40.00 mm —



LEVAFENTM
(carprofen)
CHEWABLE TABLETS
25 mg

For oral use in dogs only

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

Non-steroidal anti-inflammatory drug
Each scored tablet contains 25 mg of carprofen.
Approved by FDA under ANADA # 200-706

Indications: Carprofen i indicated for the relef of pain and inflamenation NOC d6066-084-30

asociated with estecarthnitis and for the commel of pﬂswperam pain

amlared with saff fissue and cathopedic surgeries in dog Pltﬂ}a]
nsE Ahways provide Cliest Information Sheet with p:mlibm_{arefullg.l :

consider the patential hmed‘nsand.uiku[Lm[en"{l'-ewab.eTa lets and other LEUAFEH"

teeatment optiors before ﬂE{I!h? to wrse Levaden™ (hewable Tablets. Use the .

borwwest eI’I:lern'e dose for the shortest duration conststent with individusl [carprofen)
response. The recommended dosage for oral administration to dogs is 2 mgih

(4.4 mghg) of body weight daily. l;he tatal daily dose may be administered as 2 CHEWABLE TABLETS

m1bad body wisight daily or divided and admintstered a5 1mogfb (2.2 mafkg)  For oral use in dogs ¢n|3r
twice daily. For the control of postoperative pain, ndmlnlslerafplmmdtel y 2 25 mg
hars befare the procedure, Tablets ane sconed and dosage should be caloulated

g

99355%03520

12008231

- : Stnre at 20" to 25°C (68" to T7°F), excursions
i hatf- tabdits increments, : . '
Warnangs: Keepout of reach of childien. Bot for hurman use. Consult a physician gmﬁmtﬂ“ﬁﬂ:nﬁﬁﬁjr:mn 59
mta,r#afamﬁdtlt_nral mhﬁg,;hﬂanill’-nf{:pm &ng;u;? Domatisein  Caution: Farleral law restricts this drog to e by Temperature] S
ats, Pledse Rafer to Dutsert for Complete Warnings and Pracautions. censed veterinari Ex R o
Precaution: Due to the flavoring l."Dl"ﬂElnr'd I Lewafen™ Chieswable Tabbes, orontheorderofa b ma:m"a"' Wse within 50 days of splitting,
store out of the reach of doqs and In 2 secured area. Severs adverse reactions Norr-stesnidal antHriflamenatory drug Manufactured for:
may be expected if lange quantities of tabliets ase ingasted. I you sepect your  Each scored tablet contaire 25 ma of carprofen. Hapen Veterinary Resoutes®, LTD, Libesty, MO 64063
dog has consumed Levafen™ (Rewable Tablels beyond the labeled dose please — Appraved by FDA under ANADA £ 200-706 pli'l‘t-ﬂ'lﬂ.n:nml PIGAZEPH Rew, 03/ .'n‘!-
call your veterinanian and il 1-833-571-1525 for immediate assistance. Madein India

60 Tablets Neutral Code No, MP/DRIGS/25/90/2020

PRINCIPAL DISPLAY PANEL -25 mg Tablet x 180 count
NDC:46066-084-38
180 Tablets

LEVAFENTM
(carprofen)
CHEWABLE TABLETS
25 mg

For oral use in dogs only

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

Non-steroidal anti-inflammatory drug

Each scored tablet contains 25 mg of carprofen.



Approved by FDA under ANADA # 200-706

Indications: Caspeeden B indicated for the relief of pain and

Inflammation assoclated with esbeoarthitis and for the control of NDC46065-084-33

posioperative paky amackied with Soft tEsue nd onhogedic M

surgeaies Indogs. Pl@ﬂ]
Doxage: Aways proside (Jlent Information Shesl  with —
presiption. Carefally corelder the patential benefits and risk of LEUAFEN
Levafen™ Chewable Tablets and other treatment options befoes fen)
deckding L se Levalen™ Chesabile Tablets, Use thelowest efficthe (carprofen)

dhase for the shortest duration consktent with Individual response.

The reommended dusage for ol adwinistraion o dogs s 2 mg b CHEWABLE TABLETS

VIR,

~

i o) m“f ol i galy dese 1 % For oral use in dogs only o

ks 4% Q ] o -
administeted 2 1 maith (2.2 mgyg) twece daky. For the contiod of m 5'“;::“‘“]:“{15‘([15: :";';;’EE:“;“'W“ %
pastaperalive pain, admisista Jppiodmatty 2 hours before the ?: E;;E‘Fg !“““HSPI: “l IM':M:D""'N" -
Efaunm;&m' riah'etsare sooeed and dosage shoeld be calulaied In Tm;'l' ek SECRE Lonim m

-fabls Increments,
‘Warnings: Eeep out of reach of chidren. Not for human use. Use within 90 days of splitting.

Comiult 3 pliysicias In cases of acckdentad ingestion by humans. For T oA 3 "
use bn dogs enly. Do not me Incats. Please Refer to Dutsert for Caution: Federal law restricts this drug touse byoron  Manufactured for:

Camplete Warnings and Precautions. the order of a licensed veterinarian, Aspen Yeiastnary Reswures LT Uberty, MO 54068

'y - : i pivetalvet.oom
Precaution: Due to the flavoning contzined in Levaden™ Chewable  Mom-stercidal anti-inflammatory dr
Tablats, tsor cut of the reach of deas and In asacwed araa. Severe e FIg4.360H Rew. 05/

ahverss ieactioes may be eepectad If 2nge quantiies of tablets 20 Each scored tablet contains 25 my of carprofen, —
ingested. I you sespect your dog has corsumed Levafen™ Chewabile — Approved by FOA under ANADA # 200-706 e @
Tablets beyond the Labeled dose, please call your velerinaiian and

. MadeinInd
all 1-833-571-15 25 for Immediaie ssistance. 180 Tablets llﬂLR'aI['D:IeII:-.H.F'l}'H}ES-JWF‘I:

PRINCIPAL DISPLAY PANEL -75 mg Tablet x 30 count
NDC:46066-085-36
30 Tablets

LEVAFENTM
(carprofen)
CHEWABLE TABLETS
75 mg

For oral use in dogs only

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

Non-steroidal anti-inflammatory drug
Each scored tablet contains 75 mg of carprofen.
Approved by FDA under ANADA # 200-706



Indications: Carpiofen & indicatod for the sellel of pain and niflammation LSRR ‘
50k tisd Wi o teaarthiTits and foe the comTrol of postofsratieg [ain 35k

with soft tsue and orthopedic sengeries in dogs. I}Ml
Dereage: Alwias prowide Cliesd Indormation Sheet with prsaription. Canehly
gonsider the potentlal besefits and ek of Levafen™ Chewabie Tablets and ot LEUAFEN"

Iraatmeind oplions bedare dadiding fo use Levafian™ Chewabla Tablets. ke the
bt elficive dose fol the shortist duaton (orsknent with individyal
response. The secommended dosage Sor orall administration to dogs is 2 mg/h CHEWABLE TABLETS
(4.4 mog/hay] ol ooy veelght daity. Thee total dally dose mary be adminkstened as 1

b of bedy weight datlyer dvided and admisésteced 26 1 mgb 2 2mg/lg) O 02l use In dogs anly m

(carprofen)

bivice dalfy. Fo the contmel of pistaperalive pain, adminiler appiodmately 2 99355 GSEEE, E
e o St a1 20 9 25 GE V77, e 2
Warnings Neep outof each of chidsen, Not for heman wse, Consulta physidan Eﬁ&'ﬂ'}!mm"ﬁgﬁ"gli.fmﬂmwm" il
I cases of accidental Ingestion by bemans. Foruse (mdogs only. bonotisein oo poders lomoestiicls B drug louseby  Temperature]

cals. Phease Refer 1o Dutsert for Comphets Wamings and Precautions. o o the order of 2 licersed vetefinanian ugwl:nlnqoﬁysﬂmmg

Precaution: Du oo e Mlavoring contaned in Levalin™ Chiwali Tabiets, stce ) Mamifactured for:

out of the seach of dogs and in & secwed area. Seveie adverse reactions may be Ho-steroldal anl-inflamsatory diug Japen Vetarisary Bsource®, LTD,, “m Muﬁm

expectied i lnge quantites of tablets are ingested. If you suspect your dog has.  Eadth siored Bablet contains 75 mQ of GIrpeolen.  poralver,com | Pags.AFPH Rev. 05/23
conssmesd Levatzn™ Chewsble Teblets beyond the lebeled dose, plene call yowr — ippecwed by Pl ender ANADN # 200-706
wederinarian and call 1-833-571-1525 far mmedizte askiange, Made in India

30 Tablets ez Co Ho, M DRUGS/ 25000300
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PRINCIPAL DISPLAY PANEL -75 mg Tablet x 60 count
NDC:46066-085-39
60 Tablets

LEVAFENT™
(carprofen)
CHEWABLE TABLETS
75 mg

For oral use in dogs only

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

Non-steroidal anti-inflammatory drug
Each scored tablet contains 75 mg of carprofen.
Approved by FDA under ANADA # 200-706



Indicatbons: Carpeofen |5 indicated for the relief of pain and
Inflammation assaciated with cstecartheilis and for the contral of
pistopitaiive paln Jsodaled with soft dssuz and oithopisdic
susgaries In dogs.

Dasage: Always provide Ol Information Sheet with prescripion.
Carefully consider the potentizl benefics and risk of Levaien™
(mewiable Tablets and other reatment options before deqding fo use
Levafen™ Chewabile Tablets. Lse the lowest effecthee dose for the
sheetesl deration consiitent with Indhddeal response. The
recommendid decage for oral adminktiation 1o dogi & 2mg/h (4.4
mokal of body welght dally The total dody dose may e
adminigzrad 35 3 moil of body weight dally or diided 2nd
admintiterad 35 1 mgib (2.2 moikgl twice daily. For the gontrol of
pratopetatve pan, adminkter approcimatedy 2 hours before the
pioteduse. Tablals are 4oored and doasage should be cakculated in
hali-tabie i Ecrements.

Warnings: Kzep out of reach of chil dren. Hot for human use. Consult
a physiclan In cases of soddental ingestion by bumans, For use in
degs enly. Do mof use in cals Iﬁh ase Refer to Outsert for
Comglate Wamnings and Precautions,

Precamtion: Due 1 the flavoring contained In Levaten™ Chewable
Teblets, store out of the reach of dogs and in 3 eomed 263, Severe
dvers peacllon may be expeched § Lige quantities of tables an
Ingested. I yau suspect your dog has comumed Levatien™ Chewable
Tabhets besond the labsbad dose, please (il your velerinarian 2nd
call 1-833-571-1525 for Immiediate assstance.

11 3 im v

NDC 46066-085-39

Pigal

LEVAFEN"

(carprofen)
CHEWABLE TABLETS

For oral use in dogs only

Caution: Federal law restricts this drug to uwse by
o n the crder of a licersed veterinarian,

Non-steroldal antl-Inflammatory drug
Each scored tablet contains 75 m of carprofen.
Approved by FDA under ANADA 2 200-T06

60 Tablets
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Use withim 90 days of splitting.
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PRINCIPAL DISPLAY PANEL -75 mg Tablet x 180 count

NDC:46066-085-38
180 Tablets

LEVAFENTM
(carprofen)
CHEWABLE TABLETS
75 mg

For oral use in dogs only

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

veterinarian.

Non-steroidal anti-inflammatory drug

Each scored tablet contains 75 mg of carprofen.
Approved by FDA under ANADA # 200-706



Indications: Carprofen is indicated for the relief of pain and mflammation
assodated with osteoarthritis and for the control of postoperative pain
asgodiated with soft tissue and arthopedic surgeries in dogs.

Dosage: Abways provide Client Information Sheet with prescription. Carefully
comsader the potential benefits and risk of Levafen™ Chewable Tablets and other
treatment options before deciding to wse Levafen™ Chewable Tablets. Use the
lowest effective dose for the shortest duration consistent with individual
response, The recommended dosage for oral adminsstration to dogs i 2 mg/b
(4.4 myg/Rg) of body weight daily, The total daily dose may be admmistered as 2
mi/Th of body weight daily or divided and administered as 1 mp/b (2.2 mg/h)
twice daily. For the comtrol of postoperative pain, adminkster approximately 2
hours before the procedure. Tablets are scored and dosage should be caloulated
n hali-tablets merements,

Warnings: Keep out of reach of children. Mot for hman use. Consult a physician
in cases of accdental ingestion by humans. For use in dogs only. Do not use in
tats. Plaase Refer to Outsert for Complete Warnings and Precautions.
Precaution: Due to the flavoning comtained in Levafen™ Chewable Tablets,
store gut of the reach of dogs and in a secured area. Severe adverse reactions
may be expected if [arge quantities of tablets are ingested. If you suspect your
doq has consumed Levafen™ Chewable Tablets bevond the labeled dose, please
call your weterinanan and call 1-833-571-1525 for immediate assistance.

ND{ 46066-085-38

PigPal

LEVAFEN"

(carprofen)

CHEWABLE TABLETS
For oral use in dogs enly > :
75mg
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Cawtion: Federal law restricts this disg to wse by or on
the order of a licensed veterinarian.

Hon-stermidal anti-infllammatory dneg

N Vi st 0. by, 6068
e T— s LTI Libarny,
kg g
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Each scored tablet contains 75 myg of carprofen. i spEmg
Apprarved by FIN wnder ANADA & 200-T06 @
180 Tablets Nt ot e e S ‘ ‘ ‘ | ‘ H

PRINCIPAL DISPLAY PANEL -100 mg Tablet x 30 count

NDC:46066-086-36
30 Tablets

LEVAFEN™
(carprofen)
CHEWABLE TABLETS
100 mg

For oral use in dogs only

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

veterinarian.

Non-steroidal anti-inflammatory drug

Each scored tablet contains 100 mg of carprofen.
Approved by FDA under ANADA # 200-706



Indications: Carprofen is indicated for the relief of pain and A6066-086- |
inflammation associated with ostecarthritis and for the control of A =
postoperative pain associsted with soft tissue and orthopedic

surgeries indogs. "

Dosage: Always provide Client knformation Sheet with prescription. Pl@ﬂl

Carefully consider the potential benefits and risk of Levafen™ =

(hewable Tablets and other treaiment oplions befone deciding 10 use L EVAF E N

Levafien™ Chewable Tablets. Use the lowest effective dose Tor the o ;

Shmlmmg:::lﬂm :uf:sisur with  individual Iﬁwﬁhh (carprofen) |I Illllll II III

recomm e for ooal adminisiration to dogs is 2 mg/b (4.4

mghka) of body weigh day. The toal daily dose may be CHEWABLE TABLETS g Mgo3z55linz535 2

administered & 2 mglh of body llm_gh.l: t[_ﬂll:.' of divided and For oral use in dogs only Store 2t 20" to 25°C (5" 1o 7°F), excursions =

administered a5 1 mg/ib (2.2 makgh rwice daily. For the control of o : ; -
. . permitted between 15" and 30°C (between 59 =

postoperative: pain, admnmr appmximately 2 hours before 1he L —

proceduse. Tablets are scored and dosage should be caloulated in ;“d“ Fllsee USP Controlled Room
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larmings: Kezp out of reach of children. Mot for human use. Comsult se within 90 days of splitting.

a phiyskian in cases of acddental inﬁisrinn by humans, For wie in  Caution: Federal law restricts this dugtouse by or  Manufactured for:

dogs only. 0o not wie in cats, Flease Refer to Outsert for 5 the order of 2 licensed veterinarian, Aspen Vaterinary Rescurces®, LTI, Liberty, MO 64068

Complete Warnings and Pre<autions. : pivetalvet.com

;ml.:;uum: M1F; 1hh¢ ﬂmﬁui?%;;nm&m lmﬂ;‘ (h;-smmse Mon-steraldal anti-inflammatory drug P 1FEH Rev. 05023

ablets, stare out of the raach of dogs and in o securad anea, Severe

dverse feadtions may be expected il lange quastities of tablets are Each scored tablet contains 100 mg of carprafen. A TR 'JBGEN'E LABEL

in%»z-slr:d. IF you suspect your dog has consumed Levalen™ Chewable  Approved by FDA under AMADA # 200-706

heis bepond the labeled dose, please call your veterinasian and call Made in Indla
1-833-571-1525 for immediate assistance. 30 Tablets Neuteal Code Mo, MP/DRUGS/25/90/2020

PRINCIPAL DISPLAY PANEL -100 mg Tablet x 60 count
NDC:46066-086-39

60 Tablets

LEVAFEN™

(carprofen)

CHEWABLE TABLETS
100 mg

For oral use in dogs only

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

Non-steroidal anti-inflammatory drug
Each scored tablet contains 100 mg of carprofen.
Approved by FDA under ANADA # 200-706



Indications: Carprafen & Indicated for the redief of pain and  [EQIEETI LT b ’
inflammation associaled with osteoathritis and for the oniral of

nperative paln assodated with soft tissue and cethopedic surgeries *
ndogs. s Pig@al
e L o o e et -
arefilly o 0 enefits and sk of Levafen able
Talets and other umﬂ[mm: aplions before deciding 1o use Levaben™ L EVAF EN
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and administered a5 1 mgb (2.2 mgfg) Store at 20° to 25°C (65" to 77°F), excursions

weight daly or divid .

ﬁ -.EE ; Fdr the contrel of postoperative pair, adeninistes For oral use in dogs only permitted between 15° and 30°C [between 597
approximately 2 hours before the procedure, Tablets are sooced and 100 UL G 84°F) [see USP Comtrolled Room

dosage should be cabulated in hall-Lablets increments, Temperature]

Warnings: Keep out of reach of chilidren. Not for human use, Consulta Use within 9 days of splitting

Ph‘{ﬁlflﬂﬂ in cases of accidental ingestion by humars. For use in du?s . . 3
oaly. Do nol 152 in cals. Please Refer to Outsert for Complete  Caution: Federal law restricts this drug touse byoron Manufactared for;
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Warnings and Precautions. ; &ipen Vererinary Reswarcs®, LD, Liserty, MO 64083
Precaution: Due to the fiavorng contaned in Levater™ Chewaple 12 order of a lcensed veterlnaran. pivetalvet.com
Taahlm. store out of thu‘e‘a{h of Iaru:l ina sep,lreﬁdareﬁb.l Sepere  Mon-steroldal anti-inflammatary drug B366.2FPH Rev. 05113
adverse reactions may be expected if lange quantities of tablets ae i
Ingested. i you sus.Fm your dog has Lmr%uﬁm Levafan™ Chewabie Eachsoored a2t contatas 100 mg of carpeten. T T @ TEERE
Tahlets the labeled dose, please call your veterinarian and call  Approwed by FOA under ANADA £ 200-T06 -
1-833-57 11525 for imnmeeciate assistance. Mardein India
60 Tablets Mol Coe o, MPADRINGS 255072020

PRINCIPAL DISPLAY PANEL -100 mg Tablet x 180 count
NDC:46066-086-38
180 Tablets

LEVAFENT™
(carprofen)
CHEWABLE TABLETS
100 mg

For oral use in dogs only

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

Non-steroidal anti-inflammatory drug
Each scored tablet contains 100 mg of carprofen.
Approved by FDA under ANADA # 200-706



Indications: Carpeaten ks indicabed for the relief of pain and inflammation
associzted with cotenarthntis and dor the conbrod of postoperative pam
assodiaid with soft tissse and omhopedic suigeries in dogs,

Doxage: Aways peovide Client Infarmation Shest with prescription. Carefilly
considar the patential bemefits and ik of LowaTon™ Chewablie Tatlets 2nd other
treatment options before deciding bo use Levalen™ Chewable Tablets. Usa the
lnwest effective dose for the shomest duration censtitenl with indvidual
respons2. The recommended dosage for oral adminktration o dogs 5 2 mg'lb
(84 mg kgl of body weight daily. The lofal daidy dice may b sdminislered 2.1
b of body wiedght dadly or divided and adminktered as 1 mg/Th (2.2 moikg)
e caily, For the control of postoperative pal, adminkster appromimanely 2
Fwours before the procedure. Tablets 202 soored and dosage should be cabulated
i hall-Lablets incremenits,

Warndngs: Keep cuf of teach of childeen. Mot for human wa. Consull a
phyiiici e in s of accidemial isgestion by humard. For use indogs enly, Do
mf w5e in s, Please Refer te Outsert for Complete Wamnings and
Precautions.

Precaution: Due 10 the Aawming contained i Levalen™ Chewable Tablets,
inode ouUE of Tthe reach of dogs sad in 3 secuied area. Sevise ddvodse pEaCTion
may be expecied if lange quantities of fablets are ingested. i you suspact your
dog has comumed Lewalen™ Chewable Tablets beyond the libeled dose, please
call your veterinarian and call 1-833-571-1525 for immediate assstance.

NDC 46066-086-38

Pigral

LEVAFEN™

{carprofen)
CHEWAELE TABLETS
For oral use in dogs only

Caurtlon: Federal kw restricts this drog o use by ar
on the ander of a licensed velednarian.

Non-Aersidal anti-inflammatony drug
Each scored tabled contains 100 mg of carprofen.
Approved by FA under ANADA £ 200-706

180 Tablets

LEVAFEN

carprofen tablet, chewable

Product Information
Product Type PRESCRIPTION ANIMAL DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

CARPROFEN (UNIl: FFLOD546HO) (CARPROFEN - UNII:FFLOD546HO)

Product Characteristics

Color BROWN Score
Shape ROUND Size
Flavor MEAT ((yeast based flavouring))

Contains

Packaging

# Item Code

Item Code (Source)

Imprint Code

Package Description Marketing Start Date

USRI,

Stere 3 20 0a 25T R TR a

m-vml‘m
15 anad 307 (BT 55 and
B&F) |t WP Comvirelied Rossn
Eempetating]

Uit wathule 60 o o sulTing.

Manyruredir: i
o Vit Ry i

o Mo

preslabial.mm

Fras P e, 050

- D

Madein India
Nt ol oy
MPTRER 15507000

NDC:46066-084

Basis of Strength Strength
CARPROFEN

25 mg

2 pieces
11mm
25;F;4

Marketing End Date

1 NDC:46066-084-36
2 NDC:46066-084-39
3 NDC:46066-084-38

30 in 1 BOTTLE
60 in 1 BOTTLE
180 in 1 BOTTLE

Marketing Information



Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ANADA ANADA200706 04/25/2022
LEVAFEN

carprofen tablet, chewable

Product Information
Product Type PRESCRIPTION ANIMAL DRUG Item Code (Source) NDC:46066-085

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength  Strength

CARPROFEN (UNII: FFLOD546HO) (CARPROFEN - UNII:FFLOD546HO) CARPROFEN 75 mg

Product Characteristics

Color BROWN Score 2 pieces
Shape ROUND Size 15mm
Flavor MEAT ((yeast-based flavouring)) Imprint Code 75;F;4
Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:46066-085-36 30 in 1 BOTTLE
2 NDC:46066-085-39 60 in 1 BOTTLE
3 NDC:46066-085-38 180 in 1 BOTTLE

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANADA ANADA200706 04/25/2022
LEVAFEN

carprofen tablet, chewable

Product Information
Product Type PRESCRIPTION ANIMAL DRUG Item Code (Source) NDC:46066-086

Route of Administration ORAL



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
CARPROFEN (UNII: FFLOD546HO) (CARPROFEN - UNII:FFLOD546HO) CARPROFEN 100 mg

Product Characteristics

Color BROWN Score 2 pieces
Shape ROUND Size 17mm
Flavor MEAT ((yeast-based flavouring)) Imprint Code 100;F;4
Contains
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