Osmina

Ospemifene INN 60 mg

Composition

Osmina Tablet: Each film coated tablet contains Ospemifene INN 60 mg.
Pharmacology

Osmina is an estrogen receptor agonist/antagonist with tissue selective
effects. Its biological actions are mediated through binding to estrogen
receptors. This binding results in activation of estrogenic pathways in
some tissues (agonism) and blockage of estrogenic pathways in others
(antagonism).

Indication

Osmina is an estrogen agonist/antagonist indicated for the treatment of
moderate to severe dyspareunia & vaginal dryness, a symptom of vulvar
and vaginal atrophy, due to menopause.

Dosage & Administration

Osmina is an estrogen agonist/antagonist which has agonistic effects on
the endometrium. Use of Osmina should be for the shortest duration
consistent with treatment goals and risks for the individual women.

One tablet should be taken orally once daily with food or as directed by
the physician.

Contraindication

Ospemifene is contraindicated in women with any of the following
conditions:

® Undiagnosed abnormal genital bleeding

@ Known or suspected estrogen-dependent neoplasia

® Active deep vein thrombosis, pulmonary embolism or a history of these
conditions

® Active arterial thromboembolic disease [for example, stroke and
myocardial infarction (MI)] or a history of these conditions

@ Hypersensitivity to Ospemifene or any of its ingredients

® Ospemifene is contraindicated in women who are or may become
pregnant.

Warnings & Precautions

@ Cardiovascular: Coronary heart disease, Venous thromboembolism

® Known, suspected or history of breast cancer and endometrial cancer
@ Severe hepatic impairment

Side Effects

The most common side effects (21%) include: hot flash, vaginal
discharge, muscle spasms, headache, excessive sweating
(hyperhidrosis), heavy vaginal bleeding, night sweats.

Use in Pregnancy & Lactation

Not recommended during pregnancy. Ospemifene is likely to increase
adverse outcomes during pregnancy & labor. It is not known whether
Ospemifene is excreted in human breast milk. There is no data on the
effects of Ospemifene on breastfed child and milk production.

Use in Children & Adolescents

Ospemifene is not indicated in children and adolescents.

Drug Interactions

® Ospemifene should not be used concomitantly with estrogen or
estrogen agonist/antagonist.

® Do not use fluconazole and ketoconazole concomitantly with
Ospemifene as they increase serum concentrations of Ospemifene.

® Do not use rifampin concomitantly with Ospemifene as it decreases
serum concentration of Ospemifene.

Overdosage

There is no adequate data on overdose of Ospemifene.

Storage

Store below 30°C., away from light and in a dry place. Keep out of the
reach of children.

Packing

Osmina Tablet: Each box contains 2X10 tablets in Alu-Alu blister pack
and an insert.

Manufactured by:

Navana Pharmaceuticals PLC.
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0718_04-24_01
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