Xinolax®
Duloxetine INN

Description: Duloxetine hydrochloride is a selective
serotonin and norepinephrine reuptake inhibitor (SSNRI)
for oral administration. It weakly inhibits dopamine
reuptake with no significant affinity for histaminergic,
dopaminergic, cholinergic and adrenergic receptors. It
normalizes pain thresholds in neuropathic and
inflammatory pain. The pain inhibitory pathway is
believed to be a result of potentiation of descending
inhibitory pain pathways within the central nervous
system.

Mode of action: Although the exact mechanisms of the
antidepressant and central pain inhibitory action of
Duloxetine in humans are unknown, the antidepressant
and pain inhibitory actions are believed to be related to
its potentiation of serotonergic and noradrenergic activity
in the CNS. Preclinical studies have shown that
duloxetine is a potent inhibitor of neuronal serotonin and
norepinephrine reuptake and a less potent inhibitor of
dopamine reuptake. Duloxetine has no significant affinity
for dopaminergic, adrenergic, cholinergic, histaminergic,
opioid, glutamate, and GABA receptors in vitro.
Duloxetine does not inhibit monoamine oxidase (MAO).
Duloxetineundergoes extensive metabolism, but the
major circulating metabolites have notbeen shown to
contribute significantly to the pharmacologic activity of
duloxetine.

Pharmacokinetics: Duloxetine has an elimination
half-life of about 12 hours (range 8 to 17 hours) and its
pharmacokinetics is dose proportional over the
therapeutic range. Steady-state plasma concentrations
are typically achieved after 3 days of dosing. Elimination
of duloxetine is mainly through hepatic metabolism
involving two P450 isozymes, CYP1A2 and CYP2D6.

Composition: Xinolax® 20 mg DR Capsule: Each
capsule contains Delayed Release Pellets of Duloxetine
Hydrochloride INN as Duloxetine 20 mg.

Xinolax® 30 mg DR Capsule: Each capsule contains
Delayed Release Pellets of Duloxetine Hydrochloride INN
as Duloxetine 30 mg.

Xinolax® 60 mg DR Capsule: Each capsule contains
Delayed Release Pellets of Duloxetine Hydrochloride INN
as Duloxetine 60 mg.

Indications: Major Depressive Disorder, Generalized
Anxiety Disorder, Diabetic Peripheral Neuropathic Pain,
Fibromyalgia, Chronic Musculoskeletal Pain.

Dosage & administration: Major Depressive Disorder:
Duloxetine should be administered at a total dose of 40
mg/day (given as 20 mg twice daily) to 60 mg/day (given
either once daily or as 30 mg twice daily). For some
patients, it may be desirable to start at 30 mg once daily
for 1 week, to allow patients to adjust to the medication
before increasing to 60 mg once daily. While a 120
mg/day dose was shown to be effective, there is no
evidence that doses greater than 60 mg/day confer any
additional benefits. It is generally agreed that acute
episodes of major depression require several months or
longer of sustained pharmacologic therapy. Maintenance
of efficacy in MDD was demonstrated with Duloxetine as
monotherapy. Duloxetine should be administered at a
total dose of 60 mg once daily.

Generalised anxiety disorder: For most patients, the
recommended starting dose for Duloxetine is 60 mg
administered once daily. For some patients, it may be
desirable to start at 30 mg once daily for 1 week, to allow
patients to adjust to the medication before increasing to
60 mg once daily. While a 120 mg once daily dose was

shown to be effective, there is no evidence that doses
greater than 60 mg/day confer additional benefit.
Nevertheless, if a decision is made to increase the dose
beyond 60 mg once daily, dose increases should be in
increments of 30 mg once daily. Maintenance of efficacy
in GAD was demonstrated with Duloxetine as
monotherapy. Duloxetine should be administered in a
dose range of 60-120 mg once daily.

Diabetic Peripheral Neuropathic Pain: The recommended
dose for Duloxetine is 60 mg administered once daily.
Since diabetes is frequently complicated by renal
disease, a lower starting dose and gradual increase in
dose should be considered for patients with renal
impairment.

Fibromyalgia: The recommended dose for Duloxetine is
60 mg administered once daily. Treatment should begin
at 30 mg once daily for 1 week, to allow patients to adjust
to the medication before increasing to 60 mg once daily.
Fibromyalgia is recognized as a chronic condition. The
efficacy of Duloxetine in the management of fibromyalgia
has been demonstrated in placebo-controlled studies up
to 3 months.

Chronic Musculoskeletal Pain: The recommended dose
for Duloxetine is 60 mg once daily. Dosing may be started
at 30 mg for one week, to allow patients to adjust to the
medication before increasing to 60 mg once daily.

Contraindications: Hypersensitivity to the active
ingredient of the drug, with concomitant use with
non-selective, irreversible MAOIs, liver diseases, severe
renal impairment, pregnancy and lactation.

Side effects: Insomnia, nausea, dry mouth, constipation,
fatigue, anorexia, thirst, anxiety, headache, somnolence,
tremor, nervousness, vomiting.

Use in pregnancy & lactation: Teratogenic Effects,
Pregnancy Category C. Patients should be advised to
notify their physician if they are breast feeding.

Precautions: Duloxetine should ordinarily not be
prescribed to patients with substantial alcohol use. BP
should initially prescribed prior to initiating treatment or
periodically measured throughout the treatment.

Drug interactions: Concomitant use in patients taking
monoamine oxidase inhibitors (MAOIs) is contraindicated
due to the risk of serious, sometimes fatal, drug
interactions with serotonergic drugs. These interactions
may include hyperthermia, rigidity, myoclonus, autonomic
instability with possible rapid fluctuations of vital signs,
and mental status changes that include extreme agitation
progressing to delirium and coma. These reactions have
also been reported in patients who have recently
discontinued serotonin reuptake inhibitors and are then
started on an MAOI. Some cases presented with features
resembling neuroleptic malignant syndrome.

Over dosage: In postmarketing experience, fatal
outcomes have been reported for acute overdoses,
primarily with mixed overdoses, but also with duloxetine
only, at doses as low as 1000 mg. Signs and symptoms
of overdose (duloxetine alone or with mixed drugs)
included somnolence, coma, serotonin syndrome,
seizures, syncope, tachycardia, hypotension,
hypertension, and vomiting.

Storage: Store in a cool (Below 25° C temperature) and
dry place protected from light.

Packaging: Xinolax® 20 mg DR Capsule: Each carton
contains 10X3 capsules in blister pack.

Xinolax® 30 mg DR Capsule: Each carton contains
10X2 capsules in blister pack.

Xinolax® 60 mg DR Capsule: Each carton contains
10X2 capsules in blister pack.
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
Ideas for healthcare ® Registered Trade Mark.



