Panzest

Pancreatin BP Capsule

COMPOSITION

PANZEST 10,000 Capsule: Each capsule contains Pancreatin BP
150 mg equivalent to Lipase 10,000 BP Units, Amylase 8,000 BP
Units and Protease 600 BP Units.

PANZEST 25,000 Capsule: Each delayed release capsule contains
Pancreatin BP 300 mg equivalent to Lipase 25,000 BP Units, Amylase
18,000 BP Units and Protease 1,000 BP Units.

PHARMACOLOGY

The Pancreatic enzymes in Panzest capsule are enteric-coated to
resist destruction or inactivation in gastric acid, and to release most
of the enzymes in vivo in the duodenum at a pH greater than 5.5. In
the duodenum and proximal small intestine, the enzymes catalyze the
hydrolysis of fats to monoglycerol, glycerol and fatty acids, protein
into peptides and amino acids, and starch into dextrins and short
chain sugars, thereby acting as a replacement for digestive enzymes
physiologically secreted by the pancreas. Pancreatic enzymes are
not absorbed from the gastrointestinal tract in any appreciable
amount, and are not systemically active.

INDICATION

Pancreatin is indicated in exocrine pancreatic insufficiency due to

e Cystic fibrosis

e Chronic pancreatitis

¢ Obstructive pancreatic tumors

e Celiac disease

e Zollinger-Ellison syndrome and gastrointestinal or pancreatic
surgical resections or other conditions associated with pancreatic
insufficiency

DOSAGE & ADMINISTRATION

Infants (up to 12 months): Infants may be given 2,000 to 4,000
lipase units per 120 mL of formula or per breast-feeding. Do not mix
pancreatin capsule contents directly into formula or breast milk prior
to administration.

Children older than 12 months and younger than 4 years: Enzyme
dosing should begin with 1,000 lipase units/kg of body weight per
meal for children less than age 4 years to a maximum of 2,500 lipase
units/kg of body weight per meal (or less than or equal to 10,000
lipase units/kg of body weight per day), or less than 4,000 lipase
units/g fat ingested per day.

Children 4 years and older and adults: Enzyme dosing should
begin with 500 lipase units/kg of body weight per meal for those older
than age 4 years to a maximum of 2,500 lipase unitstkg of body
weight per meal (or less than or equal to 10,000 lipase units/kg of
body weight per day), or less than 4,000 lipase units/g fat ingested
per day.

Pancreatin capsule should be swallowed whole. For infants or
patients unable to swallow intact capsules, the contents may be
administered with fluid.

CONTRAINDICATION
None.

WARNING & PRECAUTION

Fibrosing colonopathy is associated with high-dose use of pancreatic
enzyme replacement in the treatment of cystic fibrosis patients.
Caution should be exercised when doses of this drug exceed 2,500

Sveorest

lipase units/kg of body weight per meal (or greater than 10,000 lipase
units/kg of body weight per day).

To avoid irritation of oral mucosa, this drug should not be chewed or
retained in the mouth.

Caution should be exercised when prescribing this drug to patients
with gout, renal impairment, or hyperuricemia.

There is theoretical risk of viral transmission with all pancreatic
enzyme products including this drug.

Caution should be exercised when administering pancreatin to a
patient with a known allergy to proteins of vegetable origin.

SIDE EFFECT
Common: Vomiting, dizziness, cough, abdominal pain, abnormal
feces, flatulence, frequent bowel movements.

Uncommon: Skin Rash.

DRUG INTERACTION
No drug interactions have been identified. No formal interaction
studies have been conducted.

USE IN SPECIFIC POPULATION

Pregnancy

Pregnancy Category C: Animal reproduction studies have not been
conducted with Pancreatin. It is also not known whether Pancreatin
can cause fetal harm when administered to a pregnant woman or can
affect reproduction capacity. The risk and benefit of Pancreatin
should be considered in the context of the need to provide adequate
nutritional support to a pregnant woman with exocrine pancreatic
insufficiency. Adequate calorie intake during pregnancy is important
for normal maternal weight gain and fetal growth. Reduced maternal
weight gain and malnutriton can be associated with adverse
pregnancy outcomes. Patients should notify their healthcare
professional if they are pregnant or are thinking of becoming
pregnant during treatment with Pancreatin.

Breast Feeding
It is not known if Pancreatin is excreted in human milk. Patients should
notify their healthcare professional if they are breast-feeding.

Children
Without doctor’s advice Pancreatin should not be given to children.

OVERDOSAGE

There have been no reports of overdose in clinical trials with
Pancreatin or in clinical trials or postmarketing surveillance with other
pancreatic enzyme products. High doses of pancreatic enzyme
products have been associated with hyperuricosuria and
hyperuricemia and should be used with caution in patients with a
history of hyperuricemia, gout or renal impairmanet.

PHARMACEUTICAL INFORMATION

Storage Condition

Store below 25°C, in a cool and dry place. Keep away from light. Keep
out of the reach of children.

HOW SUPPLIED

PANZEST 10,000 capsule: Each box contains 3x10 capsules in
Alu-Alu blister pack.

PANZEST 25,000 capsule: Each box contains 3x10 capsules in
Alu-Alu blister pack.

Manufactured by

Everest Pharmaceuticals Ltd.
BSCIC IfA, Kanchpur, Narayanganj, Bangladesh

www.everestpharmabd.com
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