Andepram™

Escitalopram Oxalate USP

Composition:

Andepram™ 5: Each film coated tablet
contains Escitalopram Oxalate USP equivalent
to Escitalopram 5 mg.

Andepram™ 10: Each film coated tablet
contains Escitalopram Oxalate USP equivalent
to Escitalopram 10 mg.

Pharmacology:

Andepram™ (Escitalopram) is an orally
administered selective serotonin  reuptake
inhibitor (SSRI). Escitalopram is the pure

S-enantiomar of the recemic bicyclic phthalate
derivative citalopram. Escitalopram is at least 100
fold more potent than the R-enantiomar with
respect to inhibition of 5-HT reuptake.
Escitalopram has no or very low affinity for
serotonergic or other receptors including
alpha-and beta-adrenergic Dopamine, Histamine,
Muscarinic and benzodiazepine receptors.

Indication:

Major depressive episodes, Generalised anxiety
disorder, Obsessive-compulsive disorder, Panic
disorder with or without agoraphobia & Social
anxiety disorder (social phobia).

Dose & administration:
Andepram™ should generally be administered
once daily, morning or evening with or without food.

Indications Dosage Guideline
Major depressive episodes, | Initial: 10 mg once
Generalised anxiety disorder, | daily
Obsessive-compulsive | Maximum: 20 mg once
disorder daily
Initial: 5 mg once daily
Panic disorder Maximum: 20 mg
once daily

Initial: 10 mg once daily
(may be decreased up
to 5 mg)

Maximum: 20 mg once
daily

Social anxiety disorder
(social phobia)

Dosage guideline in special situation

For Elderly patients (> 65 | Initial: 5 mg once daily
years of age) &/or|Maximum: 10 mg
Hepatic impairment once daily

Caution is advised in
severe renal impaired
patients

Renal impairment

If the dose is increased to 20 mg, this should
occur after a minimum of one week.

Paediatric use: Safety and effectiveness in
children below the age of 12 years have not
been established.

Contraindication:

Escitalopram is contraindicated in patients with
known hypersensitivity to Escitalopram or
Citalopram or any of the inactive ingredients of
the drug product.

Concomitant use of escitalopram in patients
taking monoamine oxidase/pimozide is
contraindicated.

Warning & precaution:

Clinical worsening, suicidality & unusual
change in behavior should be monitor, during
the initial few months of therapy or at times of
dose changes. Escitalopram should be
prescribe with care in patients with a history of
mania & seizure disorder.

Side effects:

Most commonly observed adverse reactions
are: insomnia, ejaculation disorder (primarily
ejaculatory  delay), nausea, sweating
increased, fatigue and somnolence, decreased
libido, and anorgasmia.

Use in pregnancy & lactation:
Pregnancy: Use only if the potential benefit
justifies the potential risk to the fetus .

Nursing Mother: Caution should be exercised
when administered to a nursing woman.

Use in children & adolescents:
See dose & administration

Drug Interaction:

Concomitant use with SSRIls, SNRIs or
Tryptophan is not recommended. Use caution
when concomitant use with drugs that affect
Hemostasis (NSAIDs, Aspirin, Warfarin).

Overdose:

Symptoms  most often  accompanying
escitalopram overdose, alone or in combination
with other drugs and/or alcohol, included
convulsions, coma, dizziness, hypotension,
insomnia, nausea, vomiting, sinus tachycardia,
somnolence, and ECG changes (including QT
prolongation and very rare cases of torsade de
pointes). Acute renal failure has been very
rarely reported accompanying overdose.

Storage:
Do not store above 30°C, protect from light &
moisture.

Keep out of reach of children.

Packing:
Andepram™ 5: [Each box contains
42's (3 x 14’s) tablets in Alu-Alu blister pack.

Andepram™ 10: Each box contains
28's (2 x 14’s) tablets in Alu-Alu blister pack.
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