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PACKAGE LEAFLET:

Galliprant 20 mg Tablets for Dogs
Each tablet contains 20 mg grapiprant
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Galliprant 60 mg Tablets for Dogs gfaplpfaﬂf fab/ETS)

Each tablet contains 60 mg grapiprant

Galliprant 100 mg Tablets for Dogs
Each tablet contains 100 mg grapiprant

20 mg tablet: A beige to brown speckled, biconvex oval tablet with a score on one face separating the debossed number ‘20’ on one half and the letters ‘MG’ on the other half;
the letter ‘G’ is debossed on the other face.

60 mg tablet: A beige to brown speckled, biconvex oval tablet with a score on one face separating the debossed number ‘60’ on one half and the letters ‘MG’ on the other half;
the letter ‘G’ is debossed on the other face.

100 mg tablet: A beige to brown speckled, biconvex oval tablet with the debossed number ‘100’ on one half and the letters ‘MG’ on the other half; the letter ‘G’ is debossed on
the other face.

INDICATION

For the treatment of pain and inflammation associated with osteoarthritis in dogs. Use as directed by prescribing veterinarian.

DOSAGE AND ADMINISTRATION

Use within 2 months of opening the bottle. Store any half tablets in the bottle.

The recommended daily dose of GALLIPRANT is 2 mg/kg bodyweight. The following number of tablets can be given once daily to provide a dose of 2 mg per kg of bodyweight
(equating to a dose range of 1.5 — 2.9 mg/kg bodyweight):

Body weight (kg) 20 mg tablet 60 mg tablet 100 mg tablet

3.6-6.8 0.5
6.9-13.6 1
13.7-20.4 0.5
20.5-34.0 1

34.1-68.0 1
68.1 -100.0 2

Other combinations of tablets may be used, provided the recommended dose rate is maintained. The 20 mg and 60 mg tablets can be divided in half. To break the tablets

in half, hold the tablet between the thumb and index finger of each hand on either side of the score line, with the score line facing downward. Separate into two halves by

breaking the tablet down toward the score line. The 100 mg tablet is not scored and should not be broken in half. For long-term treatment, appropriate monitoring is recommended.
Intake of the tablet with food reduces the oral bioavailability, with mean C,,, and AUC grapiprant values reduced 4-fold and 2-fold, respectively. However, efficacy in field studies was
not affected by administration with food.

PHARMACODYNAMICS

Grapiprant is an analgesic non-steroidal, non-cyclooxygenase (COX) inhibiting, anti-inflammatory drug belonging to the piprant class of prostaglandin E2 EP4 receptor

antagonists. Grapiprant is a selective antagonist of the EP4 receptor, a key prostaglandin E2 receptor that predominantly mediates prostaglandin E2-elicited nociception.

The specific effects of the binding of prostaglandin E2 to the EP4 receptor include vasodilation, increased vascular permeability, angiogenesis and production of

pro-inflammatory mediators. The EP4 receptor is important in mediating pain and inflammation as it is the primary mediator of the prostaglandin E2-elicited sensitisation

of sensory neurons and prostaglandin E2-elicited inflammation. Grapiprant blocks prostaglandin E2-elicited pain and inflammation by antagonising the EP4 receptor.

Grapiprant is not a potential inhibitor of CYP1A2, CYP2C9, CYP2C19, CYP2D6, and CYP3A4 mediated metabolism pathways. Grapiprant is a substrate, but not an inhibitor,

of the P-glycoprotein transport system.

PHARMACOKINETICS

Absorption

Grapiprant is readily and rapidly absorbed from the gastrointestinal tract in dogs. After a single oral dose of 2 mg grapiprant/kg, C,.., and AUC values of 1.21 pg/ml and 2.71 pg.h/ml
were reached in the fasted state. Maximum grapiprant concentrations are observed in serum within one hour of dosing in the fasted state. Intake of the tablet with food reduces the
oral bioavailability, i.e. the oral bioavailability of Grapiprant when taken in the fasted state was 89% and when taken with food it was 33%, with mean C,,,, and AUC grapiprant values
reduced 4-fold and 2-fold, respectively. Grapiprant does not accumulate in the dog after repeated administration. No gender related differences in absorption are observed.
Distribution

In vitro protein binding of grapiprant indicates that grapiprant is primarily bound to dog serum albumin. The mean percentage of unbound grapiprant was 4.35% and 5.01% at a
grapiprant concentration of 200 ng/ml and 1000 ng/ml.

Biotransformation

Grapiprant is primarily bound to serum proteins. In dogs, grapiprant is a major excretion product in bile, faeces and urine. Four metabolites are identified and the metabolic pathways
include N-deamination to form the major metabolite in faeces (7.2%) and urine (3.4%). Two hydroxylated metabolites and one N-oxidated metabolite are also recovered in bile,
faeces and/or urine. The pharmacological activity of the metabolites is not known.

Elimination

Grapiprant is primarily excreted via faeces. Approximately 70-80% of the administered dose is excreted within 48-72 h with the majority of the dose excreted unchanged. Faecal
excretion accounted for roughly 65% of the dose whereas approximately 20% of the dose was excreted through urine. The elimination half-life of grapiprant is approximately 4.6 to
5.67 hours.

CONTRAINDICATIONS
Do not administer to dogs that have a hypersensitivity to grapiprant.

WARNINGS AND PRECAUTIONS

The safety of GALLIPRANT has not been established in dogs weighing less than 3.6 kg or in dogs less than 9 months of age. The use of GALLIPRANT in dogs with cardiac
disease has not been studied. It is not known whether dogs with a history of hypersensitivity to sulfonamide drugs will exhibit hypersensitivity to GALLIPRANT.

Grapiprant is a methylbenzenesulfonamide. Mild decreases in serum albumin and total protein, most often within the reference range, have been observed in dogs treated with
grapiprant but were not associated with any clinically significant observations or events.

INTERACTIONS WITH OTHER MEDICAMENTS

Concurrent use with other anti-inflammatory drugs has not been studied. Concomitant use of GALLIPRANT with corticosteroids or (other) anti-inflammatory drugs, such as
COX-inhibiting NSAIDs, should be avoided. Patients with gastro-intestinal disease should be closely monitored during treatment. Drug compatibility should be monitored in
patients requiring adjunctive therapy. Consider appropriate washout times when switching from one anti-inflammatory to another or when switching from corticosteroids
or COX-inhibiting NSAIDs to GALLIPRANT use. The concomitant use of protein-bound drugs with GALLIPRANT has not been studied. Commonly used protein-bound drugs
include cardiac, anticonvulsant and behavioural medications.

STATEMENT ON USAGE DURING PREGNANCY AND LACTATION

The safe use of GALLIPRANT has not been evaluated in dogs used for breeding or in pregnant or lactating dogs.
ADVERSE EFFECTS

Gallli(b?’antm

Very common
(>1 animal / 10 animals treated):

Vomiting

Common
(1 to 10 animals / 100 animals treated):

Loose stool, Diarrhoea

Inappetance
Very rare Haematemesis, Haemorrhagic diarrhoea
(<1 animal / 10,000 animals treated, Pancreatitis

including isolated reports):

Elevated blood urea nitrogen (BUN), Elevated creatinine, Elevated liver enzymes, Hypoalbuminaemia', Hypoproteinaemia'’

' These signs were not associated with any clinically significant observations or events.

OVERDOSE AND TREATMENT

In healthy dogs treated with GALLIPRANT for 9 consecutive months, mild and transient soft-formed or mucous stool and vomiting were observed at daily doses equivalent
to one to ten times the recommended dose. GALLIPRANT did not produce any signs of kidney or liver toxicity in this study. There is no specific antidote to this veterinary
medicinal product. Symptomatic, supportive therapy is recommended.

WITHDRAWAL PERIOD

Not applicable.

STORAGE CONDITIONS

Do not store above 30 °C. Keep the bottle tightly closed.

Use within 2 months of opening. Store any half tablets in the bottle.
DOSAGE FORMS AND PACKAGING AVAILABLE

30 tablets per bottle.

MANUFACTURER

Argenta Limited
2 Sterling Av PO Box 75 340

Manurewa 2102 Auckland New Zealand
MARKETING AUTHORISATION HOLDER
Elanco Malaysia Sdn Bhd

Unit 5.04, Level 5 & 6, Tower Block, The Bousteador,
No. 10 Jalan PJU 7/6, Mutiara Damansara,

47800 Petaling Jaya, Selangor, MALAYSIA

DATE OF REVISION OF PACKAGE INSERT
21 March 2025

Galliprant, Elanco and the diagonal bar logo are trademarks of Elanco or its affiliates.
© 2025 Elanco or its affiliates
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PRODUCT INFO

BLUE #: 231706M | Product Name: Galliprant 20 mg, 60 mg, 100 mg

Item Code: PA231706X | Component: Package Inserts and Leaflets

Product Code: CA5810/CA5811/CA5812 | Pack Size: 30Tab

Previous ltem Code PA231037X
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