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Indication

PANCREAZE is indicated for the treatment of
exocrine pancreatic insufficiency in adult and
pediatric patients.

Important Safety Information

Fibrosing Colonopathy: Associated with high
doses, usually over prolonged use and in
pediatric patients with cystic fibrosis.



Available in PANCREAZE 37,000 dosing| by patient weight '

6 dosing strengths
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Important Safety Information

Colonic stricture reported in pediatric
patients less than 12 years of age with dosages
exceeding 6,000 lipase units/kg/meal.

Weight
(Ibs)

110-130
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164-195

196-228

>229

(min)
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(min-max)

170 3
110 4
270 5
210 6
2107
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Monitor during treatment for progression of
preexisting disease. Do not exceed the

recommended dosage, unless clinically indicated.

This chart is intended as a guide only. The
number of capsules represents the nearest
pill count within the recommended range.

PANCREAZE should be initiated at the
lowest recommended dose and gradually
increased. Usually, half of the prescribed
dose for an individualized full meal should
be given with each snack.

Dose should be individualized based on
age, weight, clinical symptoms, degree of
steatorrhea and fat content of diet.

Do not substitute other pancreatic enzyme
products for PANCREAZE.

Patients weighing <110 lbs may require a
lower lipase unit starting dose.

Irritation of the oral mucosa may occur due
to loss of protective enteric coating on the
capsule contents.

Exercise caution when doses of
PANCREAZE exceed 2,500 lipase units/kg
of body weight per meal (or greater
than 10,000 lipase units/kg of body
weight per day).

Patients weighing >230 lbs may require
a higher lipase unit starting dose and
have a higher per-meal maximum dose.

Doses greater than 6,000 lipase units/kg
of body weight per meal have been
associated with colonic strictures,
indicative of fibrosing colonopathy, in
children with cystic fibrosis less than 12
years of age.

See reverse for additional dosing
information.

The presence of porcine viruses that might

infect humans cannot be definitely excluded.



Prescribing
PANCREAZE 37,000

Scenario: 1751b patient

\ /

 Patientinitiated on treatment at
500 lipase units/kg/meal (39,690 USP
lipase units per meal).

Based on the patient’s weight, this
patient can take: 2-4 capsules per meal
and 1-2 capsules per snack.

Mealtime dose can vary based on
symptoms and the fat content and
volume of the meal ingested.

Prescribe PANCREAZE for both meals
and shacks.

/'\ Please review the appropriate
doses for your patient’s individual

\_/ dietary needs.

Sample Rx for Initiating
PERT Treatment

PANCREAZE (pancrelipase)
37,000 Lipase Units

2 capsules PO during each meal

1 capsule PO during each snack

30-Day Total: 300 capsules
Up to 10 capsules per day

Note: Take with every meal and snack

REFILL NR 123456

For all PANCREAZE strengths, prescriptions
should be written to be dispensed in
multiples of 100 capsules.

IS your patient
a candidate for
PANCREAZE 37,0007?

This can be a convenient,
appropriate dose for many EPI
patients — minimizing the number
of capsules they take daily.

PANCREAZE is the only approved PERT
capsule that does not use phthalates
as an additive in any of its six doses.'?
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U.S.-based
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NCREAZE...

The symptoms of EPI™

CLINICAL CONSIDERATION:

PERTs are frequently underdosed—
achieving an effective starting dose may
necessitate a higher numlber of lipase units
than commonly prescribed.®

Questions about dosing?

Try the online PANCREAZE
dosing calculator at:

HCP.PANCREAZE.com

References: 1. PANCREAZE Full Prescribing
Information. Campbell, CA: VIVUS LLC; 2024.
2. Cystic Fibrosis Foundation. (n.d.).
Phthalates. Retrieved from https://
Www.cff.org/ phthalates 3. Brennan GT, Saif
MW. Pancreatic Enzyme Replacement
Therapy: A Concise Review. JOP.
2019:20(5):121-125.

Important Safety Information

Monitor patients with known reactions to
proteins of porcine origin. If symptoms occur,

initiate appropriate medical management; consider
the risks and benefits of continued treatment.

Fibrosing Colonopathy: Associated with high
doses, usually over prolonged use and in

pediatric patients with cystic fibrosis.
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For product, dosing and

patient savings information: ir#
dixFatont:
HCP.PANCREAZE.com [ilsisst

Please see Important Safety Information
for PANCREAZE throughout and read
accompanying PANCREAZE Full Prescribing
Information and Medication Guide.
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