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label or package insert.

EloxiOral™ Suspension
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EloxiOral™ Suspension
(Meloxicam 1.5mg/mL)
In foreign suspected adverse drug reaction (SADR) reporting
over a 9 year period, incidences of adverse reactions related
to meloxicam administration included: auto-immune hemolytic anemia (1 dog), thrombocytopenia (1 dog), polyarthritis
(1 dog), nursing puppy lethargy (1 dog), and pyoderma (1
dog).
Post-Approval Experience (Rev. 2010): The following adverse events are based on post-approval adverse drug experience reporting. Not all adverse reactions are reported to
FDA/CVM. It is not always possible to reliably estimate the
adverse event frequency or establish a causal relationship to
product exposure using these data. The following adverse
events are listed in decreasing order of frequency by body
system.
•	Gastrointestinal: vomiting, anorexia, diarrhea, melena,
gastrointestinal ulceration
•	Urinary: azotemia, elevated creatinine, renal failure
•	Neurological/Behavioral: lethargy, depression
• Hepatic: elevated liver enzymes
•	Dermatologic: pruritus
Death has been reported as an outcome of the adverse
events listed above. Acute renal failure and death have
been associated with use of meloxicam in cats.
To report suspected adverse reactions, to obtain a Material
Safety Data Sheet, or for technical assistance, call Henry
Schein at 1-855-724-3461. For a complete listing of adverse reactions for meloxicam reported to the CVM see:
http://www.fda.gov/ADEreports
INFORMATION FOR DOG OWNERS
EloxiOral, like other drugs of its class, is not free from adverse reactions. Owners should be advised of the potential
for adverse reactions and be informed of the clinical signs
associated with drug intolerance. Adverse reactions may
include vomiting, diarrhea, decreased appetite, 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 EloxiOral 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.
CLINICAL PHARMACOLOGY
Meloxicam has nearly 100% bioavailability when administered orally with food. The terminal elimination half-life after a single dose is estimated to be approximately 24 hrs
(+/-30%) regardless of route of administration. There is no
evidence of statistically significant gender differences in
drug pharmacokinetics. Drug bioavailability, volume of distribution, 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 can be expected to occur within
about 7.5 hrs after oral administration. Corresponding peak
concentration is approximately 0.464 mcg/mL following a
0.2 mg/kg oral dose. The drug is 97% bound to canine plasma proteins.
EFFECTIVENESS
The effectiveness of meloxicam was demonstrated in two
field studies involving a total of 277 dogs representing various breeds, between six months and sixteen years of age,
all diagnosed with osteoarthritis. Both of the placebo-controlled, masked studies were conducted for 14 days. All dogs
received 0.2 mg/kg on day 1. All dogs were maintained on
0.1 mg/kg oral meloxicam from days 2 through 14 of both
studies. Parameters evaluated by veterinarians included
lameness, weight-bearing, pain on palpation, and overall
improvement. Parameters assessed by owners included
mobility, ability to rise, limping, and overall improvement.
In the first field study (n=109), dogs showed clinical improvement with statistical significance after 14 days of
meloxicam treatment for all parameters. In the second field
study (n=48), dogs receiving meloxicam showed a clinical
improvement after 14 days of therapy for all parameters;
however, statistical significance was demonstrated only for
the overall investigator evaluation on day 7, and for the owner evaluation on day 14.
SAFETY
Six Week Study: In a six week target animal safety study,
meloxicam was administered orally at 1, 3, and 5X the recommended dose with no significant clinical adverse reactions. Animals in all dose groups (control, 1, 3 and 5X the
recommended dose) exhibited some gastrointestinal distress (diarrhea and vomiting). No treatment-related changes
were observed in hematological, blood chemistry, urinalysis,
clotting time, or buccal mucosal bleeding times. Necropsy
results included stomach mucosal petechiae in one control
dog, two dogs at the 3X and one dog at the 5X dose. Other macroscopic changes included areas of congestion or
depression of the mucosa of the jejunum or ileum in three
dogs at the 1X dose and in two dogs at the 5X dose. Similar
changes were also seen in two dogs in the control group.
There were no macroscopic small intestinal lesions observed in dogs receiving the 3X dose. Renal enlargement
was reported during the necropsy of two dogs receiving the
3X and two receiving the 5X dose.
Microscopic examination of the kidneys revealed minimal
degeneration or slight necrosis at the tip of the papilla in
three dogs at the 5X dose. Microscopic examination of the
stomach showed inflammatory mucosal lesions, epithelial
regenerative hyperplasia or atrophy, and submucosal gland
inflammation in two dogs at the recommended dose, three
dogs at the 3X and four dogs at the 5X dose. Small intestinal microscopic changes included minimal focal mucosal
erosion affecting the villi, and were sometimes associated
with mucosal congestion. These lesions were observed in
the ileum of one control dog and in the jejunum of one dog at
the recommended dose and two dogs at the 5X dose.
Six Month Study: In a six month target animal safety
study, meloxicam was administered orally at 1, 3, and 5X
the recommended dose with no significant clinical adverse
reactions. All animals in all dose groups (controls, 1, 3, and
5X the recommended dose) exhibited some gastrointestinal
distress (diarrhea and vomiting). Treatment related changes seen in hematology and chemistry included decreased
red blood cell counts in seven of 24 dogs (four 3X and three
5X dogs), decreased hematocrit in 18 of 24 dogs (including

three control dogs), dose-related neutrophilia in one 1X, two
3X and three 5X dogs, evidence of regenerative anemia in
two 3X and one 5X dog. Also noted were increased BUN in
two 5X dogs and decreased albumin in one 5X dog.
Endoscopic changes consisted of reddening of the gastric
mucosal surface covering less than 25% of the surface area.
This was seen in three dogs at the recommended dose, three
dogs at the 3X dose and two dogs at the 5X dose. Two control dogs exhibited reddening in conjunction with ulceration
of the mucosa covering less than 25% of the surface area.
Gross gastrointestinal necropsy results observed included
mild discoloration of the stomach or duodenum in one dog at
the 3X and in one dog at the 5X dose. Multifocal pinpoint red
foci were observed in the gastric fundic mucosa in one dog
at the recommended dose, and in one dog at the 5X dose.
No macroscopic or microscopic renal changes were observed in any dogs receiving meloxicam in this six month
study. Microscopic gastrointestinal findings were limited to
one dog at the recommended dose, and two dogs at the 3X
dose. Mild inflammatory mucosal infiltrate was observed in
the duodenum of one dog at the recommended dose. Mild
congestion of the fundic mucosa and mild myositis of the
outer mural musculature of the stomach were observed in
two dogs receiving the 3X dose.
HOW SUPPLIED
EloxiOral Oral Suspension 1.5 mg/mL: 10, 32, and 100 mL
bottles with small and large dosing syringes.
STORAGE
Store at controlled room temperature 68-77°F (20-25°C).
Excursions permitted between 59°F and 86°F (15°C and
30°C). Brief exposure to temperature up to 104°F (40°C)
may be tolerated provided the mean kinetic temperature
does not exceed 77°F (25°C); however such exposure
should be minimized.
MANUFACTURED BY
Norbrook® Laboratories Limited, Newry, Co. Down, BT35
6PU Northern Ireland
Net
Contents:

NDC
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10 mL
32 mL
100 mL
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NAC No.: 1082398.0
Made in the UK

Every effort has been made to ensure the accuracy of the
information published. However, it remains the responsibility of the readers to familiarize themselves with the product
information contained on the USA product label or package
insert.
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