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FEDROLIDINE

(TABLETS)

TRIPROLIDINE HCI/ PSEUDOEPHEDRINE HCI
2.5/60 mg

COMPOSITION:

Each tablet of FEDROLIDINE contains:

Triprolidine HCI: 2.5 mg

Pseudoephedrine HCI: 60 mg

MECHANISM OF ACTION AND PHARMACODYNAMICS:

FEDROLIDINE contains two active ingredients, triprolidine HCI and
Pseudoephedrine HCI. Triprolidine is a potent, competitive histamine H1-receptor
antagonist. Pseudoephedrine has direct and indirect sympathomimetic activity and
is an effective upper respiratory decongestant.

PHARMACOKINETICS:

After the administration of one FEDROLIDINE Tablet in healthy adult volunteers,
the peak plasma concentration (Cmax) of triprolidine is approximately 5.5 - 6.0
ng/ml, occurring at about 2.0 hours (Tmax) after drug administration. The plasma
half-life of triprolidine is approximately 3.2 hours. The peak plasma concentration
(Cmax) of pseudoephedrine is approximately 180 ng/ml, with Tmax
approximately 2 hours after drug administration. Pseudoephedrine produces its
decongestant effect within 30 minutes, persisting for at least 4 hours. The plasma
half-life is approximately 5.5 hours (urine pH maintained between 5 - 7). The
plasma half-life of pseudoephedrine is markedly decreased by acidification of
urine and increased by alkalination.

INDICATIONS:

FEDROLIDINE is used for the symptomatic relief of upper respiratory tract
disorders which are benefited by a combination of a nasal decongestant and
H1-receptor antagonist, for example allergic rhinitis, vasomoter rhinitis and the
common cold.

CONTRAINDICATIONS:

Hypersensitivity to the product or any component of the product.

Patients receiving MAO inhibitors or who have taken it within the preceding 2
weeks. The concomitant use of a pseudoephedrine and this type of product may
occasionally cause a rise in blood pressure.

Patients with hypertension, acute ischemic heart disease, thyrotoxicosis,
glaucoma or urinary retention.

Patients who are currently receiving other sympathomimetic drugs.

The antibacterial agent Furazolidone is known to cause a dose-related inhibition
of monoamine oxidase. Although there are no reports of hypertensive crises
caused by concurrent administration of this product and furazolidone, they should
not be taken together.

SIDE EFFECTS:

This product may act as a cerebral stimulant in children and occasionally adults
giving rise to insomnia, nervousness, hyperpyrexia, tremors and epileptiform
convulsions. Skin rashes, with or without irritation, tachycardia, dryness of mouth,
nose and throat, and headache. Urinary retention has been reported occasionally
in men receiving pseudoephedrine; prostatic enlargement could have been an
important predisposing factor.

PRECAUTIONS & WARNINGS:

FEDROLIDINE Tablets may cause drowsiness and impairment of performance.
Patients should be cautioned about engaging in activities requiring mental
alertness, until they have established their own response to the drug. Caution
should be exercised when administering to patients with severe hepatic
impairment or moderate to severe renal impairment particularly if accompanied by
cardiovascular disease. Although pseudoephedrine has virtually no pressor effects
in patients with normal blood pressure, FEDROLIDINE Tablets should be
used with caution in patients taking antihypertensive agents and tricyclic
antidepressants.

Sympathomimetic containing preparations are not simultaneously administered by
several routes i.e. orally and topically (nasal, aural and eye preparations).

Patients with prostatic hypertrophy may have increased difficulty with micturition.
This product may act as a cerebral stimulant giving rise to insomnia, nervousness,
hyperpyrexia, tremors and epileptiform convulsions.

PREGNANCY:

FEDROLIDINE should not be used during pregnancy unless considered essential
by a physician. Caution should therefore be exercised by balancing the potential
benefit of treatment to the mother against any possible hazards.

Lactation: Pseudoephedrine and triprolidine are excreted in breast milk in small
amounts but the effect of this on breast-fed infants is not known.

DRUG INTERACTIONS:

Concomitant use of FEDROLIDINE Tablets with alcohol or other central nervous
system depressants may, in some individuals, produce additional impairment in
mental alertness. The effects of anti-cholinergics e.g., some psychotropic drugs
and atropine, may be potentiated by this product, giving rise to tachycardia, mouth
dryness, gastrointestinal disturbances, e.g., colic, urinary retention and headache.
Concomitant use of FEDROLIDINE Tablets with: tricyclic antidepressants, other
sympathomimetic agents (such as decongestants, appetite suppressants and
amphetamine-like psychostimulants) or with monoamine oxidase inhibitors
(including furazolidone) may occasionally cause a rise in blood pressure. The
effect of antihypertensive agents which interfere with sympathetic activity may be
partially reversed by the pseudoephedrine in FEDROLIDINE Tablets, eg.,
bretylium, bethanidine, guanethidine, debrisoquine, methyldopa, alpha- and
beta-adrenergic blocking agents.

DOSAGE & ADMINISTRATION:

Adults and children 12 years and over: One tablet to be taken every 4-6 hours,
up to four times a day.

OVERDOSAGE:

The effects of acute toxicity from FEDROLIDINE Tablets may include drowsiness,
lethargy, dizziness, ataxia, weakness, hypotonicity, respiratory depression,
dryness of skin and mucous membranes, tachycardia, hypertension,
hyperpyrexia, hyperactivity, irritability, palpitations, convulsions and difficulty with
micturition. The treatment of overdosage is likely to be symptomatic and
supportive. Necessary measures should be taken to maintain and support
respiration and control convulsions. Gastric lavage should be performed up to 3
hours after ingestion if indicated. Catheterisation of the bladder may be necessary.
If desired, the elimination of pseudoephedrine can be accelerated by acid diuresis
or by dialysis.

PACKING:

Two blisters, each contains 10 tablets/cartoon.

STORAGE CONDITIONS:

Keep below 25°C in original package, away from moisture and light.

Keep out of reach of children.

TPP150895 THIS IS A MEDICAMENT

~ Amedicament 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 doctor's prescription, the method of use and the instructions of the
pharmacist who sold the medicament. The doctor 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 doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN

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

Manufactured by:
HAMA PHARMA Hama - Syria
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