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Desatrol’

Desloratadine BP Tablet & Syrup

COMPOSITION
Desatrol™ Tablet : Each film coated tablet contains Desloratadine BP 5 mg.
Desatrol™ Syrup : Each 5 ml syrup contains Desloratadine BP 2.5 mg.

PHARMACOLOGY :

Desatrol™ is the brand name of Desloratadine. Desloratadine is a long-acting
tricyclic histamine antagonist with selective histamine1 (H1) receptor
antagonist activity.

Receptor binding data indicates that at a concentration of 2-3 ng/ml
(7nanomolar), Desloratadine shows significant interaction with the human
histamine1 (H1)-receptor.

INDICATION :

Allergic Rhinitis: Desatrol™ is indicated for the relief of the nasal and non-
nasal symptoms of allergic rhinitis (seasonal and perennial).

Chronic idiopathic Urticaria: Desatrol™ is indicated for the symptomatic relief
of pruritus, reduction in the number of hives and size of hives, in patients with
chronic idiopathic urticaria.

DOSE AND ADMINISTRATION :

Tablet : In adults and children 12 years of age and over, the recommended
dose is 5 mg once daily.

In patients with liver or renal impairment, a starting dose of one 5 mg tablet
every other day is recommended.

Syrup : Children 2-5 years of age : 2.5 ml once daily, 6-11 years of age : 5 ml
once daily. Adults and children 12 years of age and over : 10 ml once daily. It
may be administered with or without food.

Or as directed by the physician.

CONTRAINDICATION :
Desatrol™ is contraindicated in patients who are hypersensitive to this
medication or to any of its ingredients, or to loratadine.

WARNING AND PRECAUTION :

Desloratadine should be used as directed. Patients should not increase dose
or frequency as somnolence may occur. In general dose selection for an
elderly patient should be cautious, reflecting the greater frequency of
decreased hepatic, renal, or cardiac function, and of concomitant disease or
other drug therapy.

SIDE EFFECTS :

Desloratadine is well tolerated, non- sedative, long acting antihistamine and
causes little or non-drowsiness. It has no muscarinic effect. Following adverse
effects have been observed with Desloratadine : fatigue (3%), dry mouth
(3%). dizziness (2%), nausea (2%), rarely tachycardia, hypersensitivity
reactions. It does not cross the blood brain barrier.

USE IN PREGNANCY & LACTATION :

There are no adequate and well controlled studies in pregnant women, So, it
should be used during pregnancy only if clearly needed. Desloratadine
appears in breast milk. Decision should be made whether to discontinue
nursing or to discontinue Desloratadine, taking into account the importance of
the drug to the mother.

USE IN CHILDREN & ADOLESCENTS :
The safety and effectiveness of Desloratadine in Children less than 6 months
have not been established.

DRUG INTERACTION :

Desloratadine 7.5 mg once daily was co-administered with erythromycin 500
mg every 8 hours or ketoconazole 200 mg every 12 hours for 10 days.
Although increased plasma concentration of Desloratadine & 3-
hydroxydesloratadine were observed, there were no clinically relevant
changes in the safety profile of Desloratadine.

OVERDOSE :

In the event of overdose, consider standard measures to remove any
unabsorbed drug. Symptomatic and supportive treatment is recommended.
Desloratadine and 3-hyroxydesloratadine are not eliminated by hemodialysis.

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

PACKING

Desatrol™ Tablet Each box contains 10X10 tablets in blister pack.
Desatrol™ Syrup: Each box contains 60 ml syrup in pet bottle and a
measuring plastic spoon.

Manufactured by:

Navana Pharmaceuticals Ltd.
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0373_06-20_04

;,K NAVANA PHARMA

JAHURUL ISLAM COMPANY




