Delorius

Oral solution

composition:
Each 5ml contains: 2.5mg Desloratadine.

Excipients:

sorbitol (E420), propylene glycol (E1520), sucralose (E955),
hypromellose 2910, sodium citrate dihydrate, natural and artificial
flavour (bubblegum, which contains propylene glycol (E1520) and
benzyl alcohol), citric acid anhydrous, disodium edetate, purified water.
Mechanism of action:

Desloratadine is a non-sedating, long-acting histamine antagonist with
selective peripheral H1- receptor antagonist activity.
Pharmacokinetics:

-Absorption:

Desloratadine plasma concentrations can be detected within 30
minutes of administration. Desloratadine is well absorbed with
maximum concentration achieved after approximately 3 hours; the
terminal phase half-life is approximately 27 hours. The degree of
accumulation of desloratadine was consistent with its half-life
(approximately 27 hours) and a once daily dosing frequency. The
bioavailability of desloratadine was dose proportional over the range of
5mgto 20 mg.

- Distribution:

Desloratadine is moderately bound (83 % - 87 %) to plasma proteins.
There is no evidence of clinically relevant medicine accumulation
following once daily dosing of desloratadine (5 mg to 20 mg) for 14
days.

- Biotransformation:

The enzyme responsible for the metabolism of desloratadine has not
been identified yet, and therefore, some interactions with other
medicinal products cannot be fully excluded. Desloratadine does not
inhibit CYP3A4 in vivo, and in vitro studies have shown that the
medicinal product does not inhibit CYP2D6 and is neither a substrate
nor an inhibitor of P-glycoprotein.

- Elimination:

In a single dose trial using a 7.5 mg dose of desloratadine, there was no
effect of food (high-fat, high caloric breakfast) on the disposition of
desloratadine. In another study, grapefruit juice had no effect on the
disposition of desloratadine.

Indications:

Desloratadine is indicated for the relief of symptoms associated with:
-Allergic rhinitis.

- Urticaria.

Contraindications:

Hypersensitivity to the active substance (loratadine), OR to any of the
excipients.

Side Effect:

Fatigue, Dry mouth, Headache, Jaundice , Photosensitivity and Very
rare cases of Hypersensitivity reactions.

Precaution:

In the case of severe renal insufficiency, desloratadine should be used
with caution. Desloratadine tablets contains lactose. Patients with rare
hereditary problems of galactose intolerance, the Lapp lactase
deficiency or glucose-galactose malabsorption should not take this
medicine.

Pregnancy:

A large amount of data on pregnant women indicate no malformative
nor foeto/neonatal toxicity of desloratadine. Animal studies do not
indicate direct or indirect harmful effects. As a precautionary measure,
itis preferable to avoid the use of desloratadine during pregnancy.
Breast-feeding:

Desloratadine has been identified in breastfed newborns/infants of
treated women. The effect of desloratadine on newborns/infants is
unknown. A decision must be made whether to discontinue breast-
feeding or to discontinue/abstain from desloratadine therapy taking
into account the benefit of breast-feeding for the child and the benefit of
therapy for the woman.

Posology and method of administration:

- Tablets:

-Adults and adolescents (12 years of age and over):

The recommended dose is one tablet once a day.

- Oral solution:

-Adults and adolescents 12 years of age and over:

The recommended dose of desloratadine oral solution is 10ml (5mg)

oral solution once a day.

Paediatric Population:

The prescriber should be aware that most cases of rhinitis below 2
years of age are of infectious origin and there are no data supporting
the treatment of infectious rhinitis with desloratadine oral solution.
Children 1 through 5 years of age: 2.5 ml (1.25 mg) desloratadine oral
solution once aday.

Children 6 through 11 years of age: 5 ml (2.5 mg) desloratadine oral
solution once a day.

adolescents population (12-17 years), Children (1-11 years):

There is limited clinical trial efficacy experience with the use of
desloratadine in this population.

Intermittent allergic rhinitis (presence of symptoms for less than 4 days
per week or for less than 4 weeks) should be managed in accordance
with the evaluation of patient's disease history and the treatment could
be discontinued after symptoms are resolved and reinitiated upon their
reappearance.

In persistent allergic rhinitis (presence of symptoms for 4 days or more
per week and for more than 4 weeks), continued treatment may be
proposed to the patients during the allergen exposure periods.

The dose can be taken with or without food.

-orally disintegrating tablets:

Desloratadine orally disintegrating tablets may be taken without regard
to meals. Place desloratadine orally disintegrating tablets on the
tongue and allow to disintegrate before swallowing. Tablet
disintegration occurs rapidly. Administer with or without water. Take
tabletimmediately after opening the blister.

Adults and Adoles cents 12 Years of Age and Over:

The recommended dose of desloratadine orally disintegrating tablets
isone 5 mg tablet once daily.

Children 6to 11 Years of Age:

The recommended dose of desloratadine orally disintegrating tablet is
one 2.5 mg tablet once daily.

NOTE: Desloratadine orally disintegrating tablets are not
recommended for use in pediatric patients under 6 years of age as
desloratadine syrup is better suited for these patients.

Adults with Hepatic or Renal Impairment

In adult patients with liver or renal impairment, a starting dose of one 5
mg tablet every other day is recommended based on pharmacokinetic
data. Dosing recommendation for children with liver or renal
impairment cannot be made due to lack of data.

Overdose:

In the event of overdose, consider standard measures to remove
unabsorbed active substance. Symptomatic and supportive treatment
isrecommended.

Desloratadine is not eliminated by haemodialysis; it is not known if it is
eliminated by peritoneal dialysis.

Packaging:

Acarton box contains an amber glass bottle 100ml with plastic cap.
Storage conditions:

Store below 25 C. Out of the reach of children.

@ Keep this product and all products out of reach of children!

THIS IS A MEDICAMENT

-A medicament is a product but unlike any other products.

-A medicament is a product which affects your health, and its consumption
contrary to instructions is dangerous for you.

-Follow strictly the physician’s prescription, the method of use and the instructions
of the pharmacist who sold the medicament. The physician and the pharmacist
are experts in medicine, its benefits and risks.

-Do not by yourself interrupt the period of treatment prescribed for you.

-Do not repeat the same prescription without consulting your physician.

KEEP THE MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)

Ugarit Pharmaceutical Co.
(Fanari & Partners), Aleppo - Syria
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