Opsonin Pharma Limited (APPROVED)

Insert Design of Otenox

03.02.25

Item Code: 0952, Version: 01, Raised on: 16.01.25, Last Correction: 26.01.25
Color: 02, Paper Type: Offset 50 gsm Indonesia (036), Measurement: Length-125 X Height-180 mm

Otenox®

Oteseconazole INN

Description: Oteseconazole is an oral azole antifungal agent which is indicated to reduce the incidence
of recurrent vulvovaginal candidiasis (RVVC) in females with a history of RVVC.

Mode of action: Oteseconazole binds and inhibits ergosterol synthesis by inhibiting CYP450-dependent
14-alpha sterol demethylase. The inhibition of 14-alpha sterol demethylase results in a depletion of
ergosterol in fungal cell membrane.

Pharmacokinetics: The time to peak plasma concentrations of Oteseconazole was approximately 5 to
10 hours. Oteseconazole does not undergo significant metabolism. The central volume of distribution of
oteseconazole is approximately 423 L. Oteseconazole is 99.5-99.7% bound to plasma proteins. Animal
studies indicated that oteseconazole exposures in vaginal tissue are comparable to plasma exposures.
The median terminal half-life of Oteseconazole is approximately 138 days.

Composition: Otenox® 150 mg Capsule: Each Capsule Contains Oteseconazole INN 150 mg

Indications: Oteseconazole is indicated to reduce the incidence of recurrent vulvovaginal candidiasis
(RVVC) in females with a history of RVVC who are NOT of reproductive potential.

Dosage & administration: Use one of these two dosage regimens.

For the Oteseconazole-only Dosage Regimen:

On Day 1: Administer Oteseconazole 600 mg (as a single dose), then

On Day 2: Administer Oteseconazole 450 mg (as a single dose), then,

Beginning on Day 14: Administer Oteseconazole 150 mg once a week (every 7 days) for 11 weeks
(Weeks 2 through 12).

For the Fluconazole/Oteseconazole Dosage Regimen:

On Day 1, Day 4, and Day 7: Administer fluconazole 150 mg orally, then

On Days 14 through 20: Administer Oteseconazole 150 mg once daily for 7 days, then

Beginning on Day 28: Administer Oteseconazole 150 mg once a week (every 7 days) for 11 weeks
(Weeks 4 through 14).

Contraindications: Contraindicated in females of reproductive potential, pregnant and lactating women,
hypersensitivity to Oteseconazole etc.

Side effects: The most common side effects of Oteseconazole are headache & nausea.

Use in pregnancy & lactation: Oteseconazole is contraindicated in females of reproductive potential
and in pregnant women. Based on animal studies, Oteseconazole may cause fetal harm when
administered to pregnant women. Oteseconazole is contraindicated in lactating women.

Precautions: Embryo-Fetal Toxicity; based on animal studies, Oteseconazole may cause fetal harm.

Drug interactions: Concomitant use of Oteseconazole with BCRP (Breast Cancer Resistance Protein)
substrates may increase the exposure of drugs that are BCRP substrates, which may increase the risk of
adverse reactions associated with these drugs. Use the lowest possible starting dose of the BCRP
substrate or consider reducing the dose of the substrate drugs and monitor for adverse reactions.

Over dosage: Patients experiencing an overdose are at an increased risk of severe adverse effects. In
case of overdose, symptomatic and supportive measures are recommended.

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

Packaging: Otenox® 150 mg Capsule: Each carton contains 7X1 Capsules in Alu-PVDC blister pack.
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Manufactured by
Opsonin Pharma Limited

Opsonin Pharma Rupatali, Barishal, Bangladesh.
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