Posanox®
Posaconazole INN

Description: Posanox®is the preparation of Posaconazole which is a triazole antifungal
drug that is used to treat invasive infections by Candida species and Aspergillus species in
severely immunocompromised patients.

Mode of action: Posaconazole exerts its antifungal activity through blockage of the
cytochrome P-450 dependent enzyme sterol 14 alpha-demethylase in fungal cell wall. This
leads to the inhibition of the synthesis of ergosterol which results in inhibition of fungal cell
growth and ultimately cell death.

Composition: Posanox® 100 mg Delayed Release Tablet: Each Delayed Release Tablet
contains Posaconazole INN 100 mg.

Indication: Posanox®is indicated for the treatment of invasive aspergillosis, fusariosis,
cryptococcosis, zygomycosis, chromo blastomycosis, mycetoma and coccidioidomycosis. It
is also indicated for fungal infections in the mouth and throat caused by Candida and
serious systemic infection called candidemia. It is also used as prophylaxis to prevent
fungal infections.

Dosage and Administration:
Prophylaxis of invasive Aspergillus and Candida infections
Loading dose: 300 mg (three 100 mg delayed-release tablets) twice a day on the first day.
Maintenance dose: 300 mg (three 100 mg delayed-release tablets) once a day, starting
on the second day. Duration of therapy is based on recovery from neutropenia or
immunosuppression.
Oropharyngeal Candidiasis (OPC)
Loading dose: 100 mg twice a day on the first day.
Maintenance dose: 100 mg once a day for 13 days.
OPC Refractory (rOPC) to Itraconazole and/or Fluconazole
400 mg twice a day. Duration of therapy is based on the severity of the patient’s
underlying disease and clinical response.

Contraindications: Hypersensitivity to Posaconazole. Posaconazole injection should be
avoided in patients with moderate or severe renal impairment or other azole antifungal
agents.

Side effects: Diarrhea, nausea, fever, vomiting, headache, coughing and hypokalemia.

Use in pregnancy and Lactation: There are no adequate and well-controlled studies in
pregnant women. Posaconazole should be used in pregnancy only if the potential benefit
outweighs the potential risk to the fetus. Posaconazole is excreted in milk of lactating rats.
It is not known whether it is excreted in human milk.

Precautions: Precautions should be taken to patients with potentially proarrhythmic
conditions.

Drug interactions: Posaconazole increases concentration of Sirolimus which may results
in Sirolimus toxicity. Co-administered with HMG-CoA reductase inhibitors can lead to
rhabdomyolysis. It also prolong the hypnotic/sedative effects of Midazolam.

Over dosage: There is no experience with over dosage of Posaconazole.

Storage: Keep out of reach of children. Store in a dry place, below 25° C temperature and
protected from light.

Packaging: Posanox® 100 mg Delayed Release Tablet: Each carton contains 10x1
tablets in Alu-Alu blister pack.
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
ideas for healthcare ® Registered Trade Mark.

0776-01



