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Otezol

QOteseconazole INN Capsule

DESCRIPTION

Otezol™ capsule is preparation of Oteseconazole, which is an oral azole antifungal agent. It is an azole
metalloenzyme inhibitor, inhibits the fungal sterol, 14a demethylase (CYP51), an important enzyme for
fungal cell membrane formation. Through this inhibition, Otezol™ actively works against vulvovaginal
candidiasis-causing microbes.

INDICATIONS
Indicated to suppress the incidence of recurrent vulvovaginal candidiasis (RVVC) in females with a history
of RVVC who are not of reproductive potential.

DOSAGE AND ADMINISTRATION
There are two recommended Otezol™ dosage regimens: Otezol™ only regimen and a Fluconazole/ Otezol™
regimen. Use one of these two dosage regimens. Administer Otezol™ orally with food.

For the Otezol™-only Dosage Regimen:

* On Day 1: Administer Otezol™ 600 mg (as a single dose), then

* On Day 2: Administer Otezol™ 450 mg (as a single dose), then

-hBegirﬁn;gg)l on Day 14: Administer Otezol™ 150 mg once a week (every 7 days) for 11 weeks (Weeks 2
throug .

For the Fluconazole/Otezol™ Dosage Regimen, prescribe Fluconazole and:

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

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

;hBegirrllnml); on Day 28: Administer Otezol™ 150 mg once a week (every 7 days) for 11 weeks (Weeks 4
rough 14).

CONTRAINDICATIONS
* Females of reproductive potential  Pregnant and lactating women ¢ Hypersensitivity to Oteseconazole

SIDE EFFECTS
* Headache * Nausea

PRECAUTION AND WARNING

Based on animal studies, Oteseconazole may cause fetal harm. The drug exposure window of approximately
690 days (based on 5 times the half-life of Oteseconazole) precludes adequate mitigation of the embryo-fetal
toxicity risks. Advise patients that Oteseconazole is contraindicated in females of reproductive potential, and
pregnant and lactating women because of potential risks to a fetus or breastfed infant.

DRUG INTERACTIONS
BCRP (Breast Cancer Resistance Protein) Substrates: Concomitant use of Oteseconazole with BCRP
substrates may increase the risk of adverse reactions associated with these drugs.

USE IN SPECIAL POPULATION

Reproductive Potential: Oteseconazole is contraindicated in females of reproductive potential.

Pregnancy: Oteseconazole is contraindicated in pregnant women.

Lactation: Oteseconazole is contraindicated in lactating women. There is no data on the presence of
QOteseconazole in human or animal milk or data on the effects of Oteseconazole on milk production.

Renal Impairment: No dosage adjustment is required in patients with mild to moderate renal impairment.
However, it is not recommended in patients with severe renal impairment or ESRD (End-Stage Renal
Disease) with or without dialysis.

Hepatic Impairment: No dosage adjustment is required in patients with mild hepatic impairment. Not
recommended in patients with moderate to severe hepatic impairment.

PHARMACEUTICAL PRECAUTION
Store below 30 °C temperature. Keep away from light and wet place. Keep out of reach of children.

PACKAGING
Otezol™ Capsule:
Box containing 2 blisters of 6 capsules each. Each capsule contains Oteseconazole INN 150mg.
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PM SPECIFICATION

JOB NAME : Otezol Insert PAPER : 60 GSM OFFSET PAPER
SIZE : L-200 MM, W -93 MM LAMINATION - N/A
PRINT : 2 COLORS LOADING PROCESS : N/A

PANTONE CODE : I PANTONE 419 C

I PANTONE 1795 C

CSD 04 UZL




