PRAMCI T v

(Citalopram Tablets USP)

COMPOSITION:

Each film coated tablet contains:

Citalopram USP (as Hydrobromide) ... 20mg.
[USP Specs.]

INDICATION:
Treatment of depression and panic disorder with or without agoraphobia.

USES AND ADMINISTRATION:

Citalopram tablets is a selective serotonin reuptake inhibitor (SSRI).
Citalopram tablets can be administered as a single daily dose any time of
the day with or without food. A dose increase if required in increments of
10mg should take place with intervals of 2-3 weeks.

Dosage in depression: Citalopram 1 tablet daily for 2-3 weeks. Dose up
to 40mg may be increased on severity of depression.

Dosage in panic disorders: Initially Citalopram % tablet for first week
followed by 1 tablet for 2-3 weeks. Depending on individual patient response,
the dose may be increased to a maximum of 40mg daily.

Dosage above 60 years of age: An initial dose of 1 tablet is recommended
which may be increased up to 2 tablets daily depending upon severity of
case. Reduced doses i.e Y tablet should be employed in patients with
hepatic impairment.

Use in Children: Safety and efficacy have not been established.

Duration of treatment: The antidepressive effect usually sets in after 2 to
4 weeks. Treatment with antidepressants is symptomatic and must therefore
be continued for an appropriate length of time, usually for 6 months or longer
in order to prevent relapse.

ADVERSE EFFECTS:

Many side effects of Citalopram are similar to other tricyclic anti-depressant
caused by their anti-muscarinic actions. The most common adverse effect
observed in first two weeks of treatment are nausea, drowsiness, vomiting,
increased sweating, tremors, dryness of mouth, constipation and increased
intra-ocular pressure. The reported adverse effects occurred during treatment
only which usually attenuate subsequently.

CONTRA-INDICATIONS:

Citalopram tablets is contra-indicated in patients who have shown
hypersensitivity to any of similar tricyclic compound and Monoamino oxidase
inhibitors (MAQIs). Citalopram is contra-indicated in patients with known
QT-interval prolongation or congenital long QT syndrome. Citalopram is
contra-indicated with medicinal products that are known to prolong the QT-
interval.

INTERACTIONS:

The simultaneous use of Citalopram and MAO-inhibitors can result in severe
undesirable effects, including serotonin syndrome. Co-administration of
Citalopram with medicinal products that prolong the QT interval such as
Class IA and Il antiarrhythmics, antipsychotics (e.g. phenothiazine derivatives,
pimozide, haloperidol), tricyclic antidepressants, certain antimicrobial agents
(e.g. sparfloxacin, moxifloxacin, erythromycin IV, pentamidine, anti-malarial
treatment particularly halofantrine), certain antihistamines (astemizole,
mizolastine) etc., is contra-indicated. Cimetidine (potent CYP2D6, 3A4 and
1A2 inhibitor) caused a moderate increase in the average steady state levels
of Citalopram. Caution is advised when administering Citalopram in
combination with cimetidine.

USE DURING PREGNANCY AND LACTATION:

Clinical experience of use in pregnant women is limited. Reproduction
toxicity studies have not given evidence of an increased incidence of foetal
damage or other deleterious effects on the reproductive process. Citalopram
should not be used during pregnancy unless clearly necessary and only
after careful consideration of risk/benefit. Information on the excretion of
Citalopram into breast milk exists but is insufficient for assessment of the
risk to the child. Caution is recommended.
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PHARMACOKINETICS: Absorption: Absorption is almost complete and
independent of food intake (Tmax mean 3.8 hours). Oral bioavailability is
about 80%.

Distribution: The apparent volume of distribution (Vdp) is about 12.3L/kg.
The plasma protein binding is below 80% for Citalopram and its main
metabolites.

Elimination: The elimination half-life is about 36 hours and the systemic
plasma clearance is about 0.3L/min and oral plasma clearance is about
0.4L/min. Citalopram is excreted mainly via the liver (85%) and remainder
(15%) via the kidney, 12-23% of the daily dose is excreted in urine as
unchanged Citalopram.

OVER DOSE EFFECTS: Citalopram tablets is given to patients at potential
risk of suicide and some reports of attempted suicide have been received.
Detail is often lacking regarding precise dose or combination with other
drugs and/or alcohol. There is no known specific antidote to Citalopram.
Treatment should be symptomatic and supportive and include the maintenance
of a clear airway and monitoring of ECG and vital signs until stable.

INSTRUCTIONS: Store below 30°C. Protect from heat, light and moisture.
Keep out of the reach of children. Use on medical advice only.

PRESENTATION: PRAMCIT (Citalopram) tablets 20mg is available in blister

pack of 20’s.
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Manufactured by:
NABIQASIM INDUSTRIES (PVT.) LTD.
17/24, Korangi Industrial Area,
pHarma Karachi-Pakistan. Rev: 04-22/4




