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Pulmidone®

Pirfenidone
Tablet

Description

Pulmidone® is a preparation of Pirfenidone, which belongs to the

chemical class of Pyridone.

Pharmacology

Pirfenidone inhibits collagen synthesis, down-regulates profibrotic

cytokines and decreases fibroblast proliferation.

Indications

Pirfenidone is indicated in adults for the treatment of mild to

moderate Idiopathic Pulmonary Fibrosis (IPF).

Dosage and Administration

Treatment with Pirfenidone should be initiated and supervised by

special physicians experienced in the diagnosis and treatment of IPF.

e Days 1to 7: One 267 mg tablet three times a day (801 mg/day)

o Days 8 to 14: Two 267 mg tablets three times a day (1602 mg/day)

e Day 15 onward: One 801 mg tablet three times a day (2403
mg/day)

Contraindications

Pulmidone® is contraindicated in patients with hypersensitivity to

Pirfenidone, concomitant use of fluvoxamine, severe hepatic

impairment or end stage liver disease, severe renal impairment (CrCl

<30 ml/min) or end stage renal disease requiring dialysis.

Warning & Precautions

Hepatic function: Elevations in ALT and AST >3 x upper limit of

normal (ULN) have been reported in patients receiving therapy with

Pirfenidone. Liver function tests (ALT, AST and bilirubin) should be

conducted prior to the initiation of treatment with Pirfenidone, and

subsequently at monthly intervals for the first 6 months and then

every 3 months thereafter. If a patient exhibits an aminotransferase

elevation to >3 and <5 x ULN after starting Pirfenidone therapy,

confounding medicinal products should be discontinued and the

patient is monitored closely. If clinically appropriate, the dose of

Pirfenidone should be reduced or interrupted. Once liver function

tests are within normal limits Pirfenidone may be re-escalated to the

recommended daily dose if tolerated. If a patient exhibits an

aminotransferase elevation to >5x ULN accompanied by symptoms

or hyperbilirubinemia, Pirfenidone should be discontinued and the

patient should not be re-challenged.

Hepatic impairment: In subjects with moderate hepatic impairment
(i.e. Child-Pugh Class B), Pirfenidone exposure was increased by
60%. Pirfenidone should be used with caution in patients with
pre-existing mild to moderate hepatic impairment (i.e. Child-Pugh
Class A and B). Patients should be monitored closely for signs of
toxicity especially if they are concomitantly taking a known CYP1A2
inhibitor. Pirfenidone should not be used in patients with severe
hepatic impairment.

Photosensitivity reaction and rash: Exposure to direct sunlight
(including sunlamps) should be avoided or minimized during
treatment with Pirfenidone.

Side Effects

Dizziness, fatigue, weight loss, insomnia, dyspepsia, rash, arthralgia,
non-cardiac chest pain etc.

Use in Specific Populations

Pregnancy: There are no data from the use of Pirfenidone in
pregnant women. As a precautionary measure, it is preferable to
avoid the use of Pirfenidone during pregnancy.

Lactation: It is unknown whether Pirfenidone or its metabolites are
excreted in human milk. A decision must be made whether to

discontinue breast-feeding or to discontinue from Pirfenidone
therapy, taking into account the benefit of breast-feeding for the child
and the benefit of Pirfenidone therapy for the mother.

Paediatric Patients: Safety and effectiveness of Pirfenidone in
paediatric patients have not been established.

Geriatric Patients: No overall differences in safety or effectiveness
were observed between older and younger patients.

Drug Interactions

Fluvoxamine and inhibitors of CYP1A2: Fluvoxamine should be
discontinued prior to the initiation of Pirfenidone therapy as it reduces
clearance of Pirfenidone. Other therapies that are inhibitors of both
CYP1A2 and one or more other CYP isoenzymes involved in the
metabolism of Pirfenidone should be avoided during Pirfenidone
treatment. Pirfenidone should be used with caution when
Ciprofloxacin in used at a dose of 250 mg or 500 mg once or twice
daily. Pirfenidone should be used with caution in patients treated with
other moderate inhibitors of CYP1A2 (e.g. amiodarone,
propafenone). Special care should also be exercised if CYP1A2
inhibitors are being used concomitantly with potent inhibitors of one
or more other CYP isoenzymes involved in the metabolism of
pirfenidone such as CYP2C9 (e.g. amiodarone, fluconazole), 2C19
(e.g. chloramphenicol) and 2D6 (e.g. fluoxetine, paroxetine).

Cigarette smoking and inducers of CYP1A2: Use of strong inducers
of CYP1A2 including smoking should be avoided during Pirfenidone
therapy. In the case of moderate inducers of CYP1A2 (e.g.
omeprazole & rifampicin), concomitant use may theoretically result in
a lowering of Pirfenidone plasma levels. These medicinal products
should be avoided whenever possible.

Overdosage

In the event of a suspected overdose of Pirfenidone, supportive
medical care should be provided including monitoring of vital signs
and close observation of the clinical status of the patient.
Pharmaceutical Precautions

Do not store above 30° C. Keep in a dry place. Protect from light and
keep out of the reach of children.

Commercial Pack

Pulmidone® 267 tablet: Box containing 20 tablets in 2x10’s blister
strip. Each film coated tablet contains Pirfenidone BP 267 mg.
Pulmidone® 801 tablet: Box containing 10 tablets in 1x10’s blister
strip. Each film coated tablet contains Pirfenidone BP 801 mg.

PHARMA
Manufactured by

BEXIMCO PHARMACEUTICALS LTD.

126, Kathaldia, Auchpara, Tongi, Gazipur, Bangladesh
3020008984 271221

® Pulmidone is a regi of Beximco Pt icals Ltd.




