[Escitalopram]
5, 10mg & 20mg Tablets
DESCRIPTIO!

ESTLY (Escia' iopram). a potent selective serolonin reuptake infibitor (SSRI) is the pure S-enantiomer
(single isomer) of mic bicyclic phthalane derivative citalopram.
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ITATIVE AND QUANTITATIVE COMPOSITION:

1. ESTLY 5mg Tablet
Each fim coaled tablet contain:

sctalopram (as esciaiopram oxaate USP).. 5mg
(Product Specs. USP)

2.ESTLY 10mg Tablet
Each fim coated tablet contains:

ram (as escitalopram oxalate USP)... 10mg
(Product Specs.: USP)

3. ESTLY 20mg Tablet
Eachfim coaled iablel contains

im (as esctalopram oxalate USP)... 20mg
(Produc, Spece: USP)

CLINICAL PHARMACOLOGY:
Mechanism of Action:

from s inhibition of CNS neuronal reuptake of serotonin (5-HT).

Pharmaonklnemm

Abso

‘Absorpion s almost complete and independent of food ntake (mean tmax s 4 hours afer multiple dosing)
fte bioavailabilty is 80%.

Distributio

‘The apparent volume of distribution after oral administration is about 12 to 26L/kg. The binding of escitalopram

o human plasma proteins is approximately 56%

Metabolism:

Biotransformation of escitalopram to the demethylated metabolie is mediated primariy by CYP2C19. Some

contribution by the enzymes CYP3A4 and CYP2D8 is possibi

Excretior
The elmination hafife after muliple dosing s about 30 hours, The major metabalies have a signifantly
longer half-life. Escitalopram and major metabolites are assumed to be eliminated by both the hepatic

(metabolic) and the renal mmes with the major part of the dose excreted as motabultes in the rine.

Special Populations:

Elderly Patients (>65 years):

Escitalopram AUC and half-iife were increased in elderly subjects, and Cmax was unchanged

Hepatic Insufficient

In patients with mild or moderate hepatic impairment the half-iife of escitalopram was about twice.
nal Insufficiency:

Longer halife and & minorncrease inexposurs have besn observed i patients wit reduced idney functio.

ICATIO!

B (Escwalepram) s ndicate or th triment o
- Major depressive disorder
Panit cisorder wih or without agoraphotia
- Social anxiety disorder (social phobia)
- Generalized anxiety disorder

Obsessive-compulsive disorder

DOSAGE AND ADMINISTRATION:
ESTLY (Escitalopram) is administered as a single daily dose and may be taken with or without food.

Indication Initial Dose | Maximum Frequency | Symptom | Maintenance
Dose Relief Trea
Wajor depressive
disorder
cascants (12 ncreasod 20 mg
jolescents to +  |after 3 week - -
17 years of age) 10mgOD | 20mg OD* et with
10mg
Increased 20 mg
Adult 1omgop | 20mgopr [Meriwesk " |24weeks | 6months
Panic disorder . |dose gradually
with or without 5mg OD 20mg OD*  |after 1 week 3 months Several
agoraphobia treatment months
ing
avaiable strength
gradually
i i »  |decreased to 5i
Social anxiety 10mgOD | 20mgOD*  [9eXOASIONI | 5 4 weeks | 6 months
|maximum of 20mg
Generalised 1omgoD | 20mg oD+ N , 6 month
anxiety disorder m me months
Suffcient
Isi . period to
:;’s";:’:;'“ 10mg OD 20mg OD’ - - ensure that
(ocD) patients are
symptom free
* Dose may be increased according to the individual patient response.
Spocial Populations:
Elderly Patients (>65 years of age):
Ina osage i g once dally. Dapending on indiidual patient response the dose may beincreased to 10mg
‘Y

Patients with Renal Impairment:
Gaution is advsed in | pallenls with severely reduced renal function (CLCR less than 30mL/min.).
Patier

‘An il doss of smg dally for o frst two weeks o reatment s recommended in patients with i o moderate
hepatic impairment. Depending on individual patient response, the dose may be increased to 10mg daily. Caution
and oxira careful dose firation Is advised in patients with Severely reduced hepatc. function.
Discontinuation:

When stopping treatment with ESTLY the dose should be gradually reduced over a period of at least one or two.
weeks in order to reduce the risk of discontinuation symptoms.

CCONTRAINDICATIONS:
Escitalopram is contraindicated:
~In pationts with o orto any of
th lective, imeversible ine oxidase inhibitors (MAO-inhibitors) due to the:

nsk of serotcmln synd

iy ih reversibie MAO-A nticfors (eg. mociobernide) o the reversie norsselectve MAO-
\nh\bnor inezol e o he ik ofserolo
"I patients with known QT interval prolongation o congenitallong QT syndrome

To'use concomitanty with Grugs tht s known to proiong tha G ntsral

PRECAUTIONS:
UICIDALITY AND DRUGS increased the risk of
lsuicidal thinking and behavior (sumldamy) in children, adolssoens and young 2dults In shortterm studies|
lof major depressive disorder ( other psychiatric disorders. Patients of all ages who are started|
lon antidepressant therapy should be Tmonitored appropriately and observed closely for clinical worsening,
lsuicidality, or unusual changes in behavior. ESTLY is not approved for use in pediatric patients less than|

Use ESTLY with caution in; patients with controlled epilepsy, patients with a history of manial hypomania,
patients with coronary heart disease
Discontinued ESTLY i; patient develops seizures, increase in seizure frequency, patients with unstable epilepsy,
patient entering a manic phase, signs of cardiac arrhythmia occur during treatment, patients develoy
serotonin syndrome when using ESTLY concomitantly with serotonergic medicinal products. If this ocours
treatment with the ESTLY and the serotonergic medicinal product should be discontinued
- Some patients with panic msmder ‘may experience increased anxiety symptoms at the beginning of treatment
Alow starting dose is advise

~In patients with diabetes, SoRi may alter glycemic control. Insulin and/or oral hypoglycemic dosage may need
to be adjusted
“ESTLY has been found to cause a dose-dependent proongation of the QT infeval. If patients with sable cardiac
dlsease o reated, an ECG review should be considered before reatment s started

ESTLY shd not be used during pregnancy unless clearly necessary.
actation:
chlmmdm«sd dunng lactation.
DRUG INTI

-Cautonle Al concomitantly with oral anticoagulants and drugs known to affect platelet function e.g.
clic acid and NSAIDs, ticlopidine,

dlpyndama\e ‘and in patients with known bleeding tendencies

- Coadministration with serotonergic drugs (e.g. Tramadol, sumatriptan and other triptans) may lead to an
enhancement of serotonergic effects Caution is advised when SSRIs is concomitantly administered with
drugs capable of lowering the seizure threshold e.g. antidepressants (tricyclics, SSRIs), neuroleptics
- (phenothiazines, thioxanthenes and butyroph enones). mefloquine, bupropion and tramadol.
- Lithium/Tryptophan, enhanced ef SRIs when use concomitantly

 Gtther centrally acting drags use with Gaution concomitanty with SSRIS

- Concomitant use of SSRIs and herbal remedies containing St. John's Wort (Hypericum preforatum) may
result in an increased incidence of adverse reactions

- Coadministration of ESTLY with CYP2C19 inhibitors (e.g. omeprazole, esomeprazole, fluvoxamine,
lansoprazole, ticlopidine) or cimetidine resulted in an increase of plasma concentrations of escitalopram
Therefore, caution is advised and a reduction in the dose of escitalopram may be necessary
- Escitalopram is an inhibitor of CYP2D6. Caution is when

with drugs that are mainly metabolised by CYP2D6 such as des\pramme clomlpramme nortryptyline,
risperidone, thioridazine and haloperidol and that have a narrow therapeutic index e.g. flecainide,
propafenone and metoprolol. Dosage adjustment may be warranted.

ADVERSE EFFECTS:

Very Comi

Common: Decreased appetite, increased appetite, weight increased, anxiety, abnormal dreams, insomnia,
dizziness, tremor, diarrhea, constipation, vomiting, dry mouth, sweating increased, myalgia and ejaculation
disorder.

Uncommon: Panic attack, sleep disorder, visual tinnitus,

hemorrhages.

Rare: Anaphylactic reaction, serotonin syndrome.

Withdrawal Symptoms: Dizziness, sensory disturbances, sleep disturbances (including insomnia and
intense dreams), anxiety, nausea, vomiting, tremor, headache, diarrhea, palpitations, emotional instability,
and visual disturbances.

OV RDDS

QT interv:

ym)
Dlzziness, remor, agitation, serotoni syndrome, convulion,coma rausealvoriing, hypotension, tachycard,
al rhythmi

There is no specific antidote. Establish and maintain an airway, ensure adequate oxygenation and respiratory
function. Gastric lavage and the use of activated charcoal should be considered. Cardiac, vital signs and ECG
monitoring are recommended along with general symptomatic supportive measures.
UCTIONS:
- Store below 30°C
- Protect fom i & moisture
Kesp out of reach of hildra
o ba soid on prescription of a registered medial practitioner.
How SOPPLTED:
ESTLY (Escitalopram) 5mg Tablets are available in pack of 2<7"
ESTLY (Escitalopram) 10mg Tablets are available in pack of 2x7's
ESTLY (Escitalopram) 20mg Tablets are available in pack of 2x7's.
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Manufactured by:

SIG M A SIGMA PHARMA International (Pvt.) Ltd.
E-50 North Westem Industrial Zone,

LT (112Y Port Qasim Authority, Karachi-Pakistan.
www.sigmapharma.com.pk
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