ITRASUBA"

Itraconazole BP

50147
Presentation
ITRASUBA™ 65 mg Capsule: Each capsule contains liraconazole BP 65 mg.
Description

SUBA (Super Bioavailable Formulation) is a novel technology for enhancing the
bioavailability of poorly soluble drugs. This formulation utilizes a solid dlspersmn of

Drug Interactions

* Co-administration of certain drugs that are metabolized by human CYP3A4
enzymes are contraindicated with ITRASUBA™ 65 because plasma concentra-
tions of such drugs are increased.

* Co-administration with colchicine, fesoterodine and solifenacin is contraindicat-
ed in subjects with varying degrees of renal or hepatic impairment.

* Co-administration with eliglustat is contraindicated in poor or intermediate
metabolizers of CYP2D6 and in subjects taking strong or moderate CYP2Dé
inhibitors.

*Increased plasma concentrations of some of these drugs can lead to QT
prolongation and ventricular tachyarrhythmias including occurrences of
torsades de pointes, a potentially fatal arrhythmia.

The dose and duration of treatment for systemic antifungal disease should be
adjusted depending on the clinical response.

TS

drug in a polymer that improves the dissolution profile. SUBA-Formul
ltraconazole (ITRASUBA™ 65) is an orally active triazole antifungal drug that has
demonstrated a broad spectrum of activity and favorable pharmacokinetic profile.

ltraconazole inhibits Cytochrome P450 dependent enzymes resulting in impairment
of the biosynthesis of ergosterol, a major component of the cell membrane of yeast
and fungal cells. Being integral to the proper functioning of the cell membrane,
inhibition of the synthesis of ergosterol leads to a cascade of abnormalities in
permeability, membrane bound enzyme co-ordination of chitin synthesis leading to
inhibition of growth, abnormal cell wall formation and accumulation of intracellular
lipids and membranous vesicles.

Indication
ITRASUBA™ 65 (SUBA-Formulation ltraconazole) is used for the treatment of
BI ycosis, Histopl. is and Aspergillosis.

Dosage and Administration
SUBA-Formulation ltraconazole (ITRASUBA™ 65) must be administered with
food. Swallow the capsule whole without chewing, crushing or breaking it.

For syst

fungal di

Indication Dose and Duration

Blastomycosis and

130 mg (2 x 65 mg capsules) once daily. The dose
Histoplasmosis

should be increased in 65 mg/day increments to a
maximum of 260 mg/day that is two 65 mg
capsules, twice a day. Doses above 130 mg/day
should be given in two divided doses.

Aspergillosis 65 mg twice daily for 2-5 months. Increase dose to
130 mg (2x65 mg capsules) twice daily in case of

invasive or disseminated disease.

Treatment in
Life-Threatening
Situations

A loading dose of 130 mg (2 x 65 mg capsules)
three times daily (390 mg/day) is recommended to
be given for the first 3 days, followed by the
appropriate recommended dosing based on
indication. Treatment should be continved for a
minimum of three months and until clinical
parameters and laboratory tests indicate that the
active fungal infection has subsided.

WARNING: Congestive Heart Failure and Drug Interactions

See full prescribing information for complete boxed warning.

Congestive Heart Failure

SUBA-Formulation ltraconazole (ITRASUBA™ 65) can cause or exacerbate
congestive heart failure (CHF). When itr ole was Imini
intravenously to healthy human volunteers and dogs, negative inotropic effects
were seen. If signs or symptoms of congestive heart failure occur or worsen
during admlnlsfruhon of ITRASUBA™ 65, reassess the benefit-risk of continuing
treat

Contr
ltraconazole is contraindicated in patients with known hypersensitivity to the drug.
Co-administration of certain drugs that are metabolized by human CYP3A4
substrates are contraindicated with Itraconazole. Co-administration with colchicine,
fesoterodine and solifenacin are contraindicated in subjects with varying degrees
of renal or hepatic impairment. ITRASUBA™ 65 is not indicated for the treatment
of Onychomycosis.

Precautions and Warnings

Physicians should carefully review the risks and benefits of ltraconazole for
patients with evidence of Congestive Heart Failure. If clinical signs or symptoms
of hepatotoxicity develop that are consistent with liver disease, discontinue
treatment and perform testing for liver disease. Concomitant administration of
the drugs- Pimozide, Methadone, or Quinidine with oral ltraconazole is
contraindicated. Peripheral Neuropathy, Reversible or permanent hearing loss
has been reported in patients receiving treatment with itraconazole.

Side Effects

Most common side effects of Itraconazole are nausea, rash, vomiting, swelling,
headache, diarrhea, fatigue, fever, itching, hypertension, abnormal hepatic
function, abdominal pain, dizziness, loss of appetite, decreased libido, somnolence
efc.

Use in Pregnancy and Lactation
ltraconazole is controlndlcu'ed in pregnancy. Breastfeeding while receiving
Itr le is not r

Pediatric Use

The efficacy and safety of liraconazole have not been established in pediatric
patients.

Overdose

ltraconazole is not removed by dialysis. In the event of accidental overdosage,
supportive measures should be employed. Activated charcoal may be given if
considered appropriate.

Storage

Store below 30°C temperature in a dry place. Keep the drug out of the reach of
children.

Packaging Quantity

ITRASUBA™ 65 mg Capsule: Box containing 30 capsules in 3x10’s blister strips.

Manufactured for:

@ synovia

Synovia Pharma PLC,, Station Road, Tongi, Gazipur.

by BEXIMCO PHARMA, Tongi, Gazipur. 3021000428
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160 x 160 mm (HoongA/Unfolded)

Legend of Packaging Artwork
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