GLOPERBA PHARMACIST FACT SHEET

When gout patients are at risk for colchicine toxicity

Go low

GLOPERBA" is the first and only liquid oral colchicine—designed
for precision dosing below 0.6 mg for patients with renal
impairment or Gl sensitivity."3

GLOPERBA

0.6 mg/5 mlL

!“hun‘

IMPORTANT SAFETY INFORMATION

Indication GLOPERBA does not come

GLOPERBA® (colchicine) 0.6 mg oral solution is indicated for prophylaxis of gout flares in adults. The with a pre-filled syringe.
safety and effectiveness of GLOPERBA for acute treatment of gout flares during prophylaxis has not
been studied.

GLOPERBA is not an analgesic medication and should not be used to treat pain from other causes.
Please see Important Safety Information and full for GLOPERBA.
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NDC Number: 69557-222-01 GLOPERBA

(colchicine) oral solution


https://www.gloperba.com/wp-content/uploads/2024/06/Gloperba2024PI_H.pdf

GOUT PROPHYLAXIS CAN BE CHALLENGING

To control chronic gout, ACR guidelines recommend combination treatment with urate-lowering
therapy (ULT) and colchicine.* ULT helps reduce uric acid levels—however, ULT by itself can make
gout flares worse before they get better.*® Colchicine is recommended for at least 6 months to
prevent gout flares' and make ULT easier to adhere to.?

Colchicine has a narrow therapeutic window and the standard 0.6 mg
dose may be toxic in high-risk populations?¢-°
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Renal function®
— Severe renal impairment: eGFR 15-29 mL/min/1.73 m?

—— Moderate renal impairment: eGFR 30-59 mL/min/1.73 m?

Chart adapted from Robinson et al.

IMPORTANT SAFETY INFORMATION
Colchicine 0.6 mg oral solution is contraindicated in patients

with renal or hepatic impairment who are currently Click to see the data behind:
prescribed drugs that inhibit both P-gp and CYP3A4. .. :
Combining these dual inhibitors with colchicine in patients with + Why colchicine 0.6 mg may be too high
renal or hepatic impairment has resulted in life-threatening or - GLOPERBA suggested starting doses

fatal colchicine toxicity. Patients with both renal and hepatic
impairment should not be given GLOPERBA.


https://www.gloperba.com

NOW PRECISION DOSING IS POSSIBLE

With low-dose GLOPERBA, at-risk patients can get the strength of
colchicine they need, at the precise dose they can safely tolerate**

* Minimizing colchicine v Mitigating Gl sensitivity? Preventing the
toxicity in renally progression of gout
impaired patients? and related long-term

consequences'®’

Suggested Starting Doses™**

Standard dose
5mL (0.6 mg) QD

or BID
Moderate Mitigate Gl
renal impairment sensitivity

4 mL (0.48 mg) QD 4 mL (0.48 mg) QD

Severe
renal impairment
2.5mL (0.3 mg) QD

Severe renal impairment:
eGFR 15-29 mL/min/1.73 m?

Moderate renal impairment: *GLOPERBA does not come
eGFR 30-59 mL/min/1.73 m? with a pre-filled syringe.

The recommended dosage of GLOPERBA (012 mg/mL of COLCHICINE ORAL SOLUTION) for adults and adolescents older than
16 years of age is 0.6 mg once or twice daily. The maximum recommended dose is 1.2 mg/day. GLOPERBA is administered orally,
without regard to meals. Prophylactic therapy may be beneficial for at least the first six months of uric acid-lowering therapy!

IMPORTANT SAFETY INFORMATION
Fatal overdoses have been reported with colchicine in adults and children. Keep GLOPERBA out of the reach of children.

Blood dyscrasias, such as myelosuppression, leukopenia, granulocytopenia, thrombocytopenia, and aplastic anemia, have been
reported with colchicine used in therapeutic doses.



HELP PATIENTS START WITH GLOPERBA

To help patients take their “just right” dose, please be sure to provide a
5 mL syringe with each bottle of GLOPERBA

Instruct patients Additional details
\9\ Measure GLOPEBBA p.reC|ser with 81T Pleasant cherry taste
y pharmacy-supplied syringe to ensure .,
& accurate dosing

— Store at room temperature

— Do not take PRN. Use daily, and for
--- duration prescribed

TO‘ Can be taken with or without food

IMPORTANT SAFETY INFORMATION

Colchicine 0.6 mg oral solution is contraindicated in patients with renal or hepatic impairment who are currently
prescribed drugs that inhibit both P-gp and CYP3A4. Combining these dual inhibitors with colchicine in patients with
renal or hepatic impairment has resulted in life-threatening or fatal colchicine toxicity. Patients with both renal and hepatic
impairment should not be given GLOPERBA.

Fatal overdoses have been reported with colchicine in adults and children. Keep GLOPERBA out of the reach of children.

ORDERING INFORMATION

NDC Number: 69557-222-01

How Supplied: 150 mL bottle. Store at 20° to 25°C (68° to 77°F). Protect from light and moisture.

Order Minimum: 1 Bottle



https://www.gloperba.com/how-to-prescribe/#save

Important Safety Information for GLOPERBA® (colchicine)

= Colchicine 0.6 mg oral solution is contraindicated in patients with renal or hepatic impairment who are currently
prescribed drugs that inhibit both P-gp and CYP3A4. Combining these dual inhibitors with colchicine in patients with renal or
hepatic impairment has resulted in life-threatening or fatal colchicine toxicity. Patients with both renal and hepatic impairment
should not be given GLOPERBA.

- Fatal overdoses have been reported with colchicine in adults and children. Keep GLOPERBA out of the reach of children.

= Blood dyscrasias, such as myelosuppression, leukopenia, granulocytopenia, thrombocytopenia, and aplastic anemia, have been
reported with colchicine used in therapeutic doses.

= Drug interactions: Concomitant use of GLOPERBA with inhibitors of both CYP3A4 and P-gp should be avoided. If treatment
with colchicine is necessary, a reduced daily dose should be considered and the patient should be closely monitored for
colchicine toxicity and, if present, consider lowering the dose, temporary interruption, or discontinuation of colchicine.

= Neuromuscular toxicity and rhabdomyolysis may occur with chronic treatment with colchicine in therapeutic doses, especially in
combination with other drugs known to cause this effect. Patients with impaired renal function and elderly patients (including those
with normal renal and hepatic function) are at increased risk. Consider lowering the dose, temporary interruption, or discontinuation of
GLOPERBA.

= The most commonly reported adverse reactions with colchicine are gastrointestinal symptoms, including diarrhea, nausea,
vomiting, and abdominal pain.

INDICATION

GLOPERBA 0.6 mg oral solution is indicated for prophylaxis of gout flares in adults. The safety and effectiveness of GLOPERBA
for acute treatment of gout flares during prophylaxis has not been studied.

GLOPERBA is not an analgesic medication and should not be used to treat pain from other causes.

You are encouraged to report negative side effects of prescription drugs to the FDA. To report suspected adverse
reactions, visit www.fda.gov/medwatch or call 1-800-FDA-1088.

Please see full Prescribing Information for GLOPERBA.
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