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 accompanying full Prescribing Information for GLOPERBA.
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IMPORTANT SAFETY INFORMATION GLOPERBA does not come
Indication with a pre-filled syringe.

GLOPERBA® (colchicine) 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.
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HOW TO WRITE

/ Write "liquid" to clarify this is GLOPERBA
and not a colchicine tablet/pill

I

"GLOPERBA liquid 0.3 mg/2.5 mL, QD, "GLOPERBA liquid 0.48 mg/4 mL, QD,
severe renal impairment dose moderate renal impairment dose

adjustment for gout flare prophylaxis" adjustment for gout flare prophylaxis"

I I

: :

Explanation for Specify QD dose
adjusted dose in mg AND mL

Dosage also applies to

patients with Gl Sensitivity

Daily Dose Conversion Chart

Colchicine TABLET (mg) to GLOPERBA® LIQUID (mL) Conversion Table®
Colchicine (mg) GLOPERBA (mL) Total Supply Refills Dose adjustment
(150 mL bottle)
0.12 mg 1.0 mL
0.24 mg 2.0 mL
0.36 mg 3.0 mL
0.6 mg 5.0 mL
IMPORTANT SAFETY INFORMATION /_Q_

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.
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Please see Important Safety Information on back and accompanying full Prescribing Information for GLOPERBA.

HOW TO ENTER IN EMR

(USING EPIC AS AN EXAMPLE)

colchicine (Gloperba) 0.6 MG/5ML solution

v ;‘-_‘i,ccep!l X Cancel

Product GLOPERBA 0.6 MG/5ML OR SOLN

Sig Mathod B LSRG R S Gt TSl Taper/Ramp | Combination Dosage  Use Free Text
Fe=———————— 1

Dose 10.3mg 106mg

| Caculated Dose 0.3mg=25mL |
Routs Oral
m BID

Duration Doses 1 month 2months 3 months 6 months 1 year

Fraquency Daily

Starting: | 2/21/2024 Ending First fil
Dispense Days/Fill

Full (0 Days) | 30 Days IB'DEJays
Quantity 150 mL Refil :E____% 12|34 85|l6]%

| Total Supply: 60 days |

E/ Dispense as written

Renswal Provider # Do not send renewal requests to me

Mark long-term

« COLCHICINE (GOUT AGENTS)

# Edit the additional information appended to the patient sig

M, Patient Sig

(D) The sig contains both discrete and free text elements Review the final sig above

Report Commaon sizes:

Bottle: 150 mL
Class Normal m Print Phone NotPrinted OTC Historical Med
Mote to Pharmacy 259 &+ 1 e = S 100%

i GLOPERBA for gout flare prophylaxis. Dispense lower dose d/t severe renal impairment.
e ! Provide 5 mL dosing syringe.

¥ Additional Order Details

STEP 1:

Enter reduced dose in milligrams.
Dose can be reduced and is B
automatically converted

STEP 2:
Enter the number of refills

STEP 3:
Check "Dispense as Written.

Total supply is automatically

calculated based on dose,
to mL to avoid error/ typos.

frequency and quantity.

KEY:
STEP 4: STEP 5: O s
Enter notes here on downward Be sure to provide pharmacist
. : . . . Default
dose adjustment. Patient notes with an explanation for adjusted

are automatically updated with
dose, route and frequency.

dose and direction to provide a
5mL dosing syringe.
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