FEDROFEN
(FILM-COATED TABLETS)

(Ibuprofen/Pseudoephedrine HCI 200/30, 400/60 mg)

COMPOSITION:

Each film-coated tablet contains Ibuprofen/Pseudoephedrine HCI

200/30, 400/60 mg.

PHARMACOLOGY:

FEDROFEN is a combination of Ibuprofen and Pseudoephedrine

Hydrochloride. lbuprofen is a propionic acid derivative, having

analgesic, anti-inflammatory and antipyretic activity. The therapeutic

effects of ibuprofen as a NSAID are thought to result from its
inhibitory activity on the enzyme prostaglandin synthetase.

Pseudoephedrine is a sympathomimetic agent with direct and

indirect effects on adrenergic receptors. It has alpha and beta

stimulant adrenergic activity and some stimulant effect on the central
nervous system. The sympathomimetic effect of pseudoephedrine
produces vasoconstriction which in turn relieves nasal congestion.

PHARMACOKINETICS:

Ibuprofen is rapidly absorbed from the gastrointestinal tract, peak

serum concentrations occurring 1 to 2 hours after administration.

Ibuprofen is extensively bound to plasma proteins. Ibuprofen is

metabolised in the liver to two major inactive metabolites and these

together with unchanged Ibuprofen are excreted by the kidney either
as such or as conjugates. The elimination half-life is approximately

2 hours. Excretion by the kidney is both rapid and complete.

Pseudoephedrine is absorbed from the gastrointestinal tract and

is largely excreted in the urine unchanged, together with small

amounts of a hepatic metabolite. It has an elimination half-life of
several hours, which may be reduced by acidifying the urine.

INDICATIONS AND USES:

FEDROFEN is used for the relief of symptoms associated with

sinusitis, the common cold or flu including nasal congestion,

headache, body aches, pains, and fever.

CONTRAINDICATION:

— Severe heart failure.

— History of gastrointestinal bleeding or perforation related to
previous NSAIDs therapy. Active, or history of recurrent peptic
ulcer/haemorrhage.

— Hypersensitivity to any of the constituents, aspirin, or other
NSAIDs.

— Use in children under 12 years.

— Use in patients taking other sympathomimetic drugs, monoamine
oxidase inhibitors, or tricyclic antidepressants.

— Patients with a history of bronchospasm, rhinitis or urticaria
associated with aspirin or other NSAIDs.

— Patients with cardiovascular disease, hypertension, diabetes,
closed angle glaucoma, prostatic enlargement.
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SIDE EFFECT:
The most commonly observed adverse events are gastrointestinal
in nature. Abdominal pain, dyspepsia and nausea, diarrhoea,
flatulence, constipation and vomiting may occur. Very rarely
gastro-intestinal ulcers, sometimes with bleeding and perforation
can occur, particularly in elderly patients. Headache, dizziness,
muscle weakness, palpitations, tremors, hypertension, haematopoietic
disorders, exacerbation of asthma and bronchospasm, restlessness,
insomnia, hearing disturbance, anxiety, hallucinations, chest pain
and thirst may also occur. Liver disorders, and decrease of urea
excretion and oedema, especially in long-term treatment, have
been reported. Very rarely severe forms of skin reactions such as
erythema multiforme and epidermal necrolysis can occur.

WARNINGS & PRECAUTION:

— The use of FEDROFEN with concomitant NSAIDs including
cyclooxygenase-2 selective inhibitors should be avoided.

— Undesirable effects may be minimised by using the minimum
effective dose for the shortest duration necessary to control
symptoms. Gl bleeding, ulceration or perforation, which can be
fatal, has been reported with all NSAIDs at any time during
treatment, with or without any warning symptoms or a previous
history of serious Gl events.

— The risk of Gl bleeding, ulceration or perforation is higher with
increasing NSAID doses, in patients with a history of ulcer,
particularly if complicated with haemorrhage or perforation, and
in the elderly.

— These patients should commence treatment on the lowest dose
available.

— Combination therapy with protective agents (e.g. misoprostol or
proton pump inhibitors) should be considered for these
patients, and also for patients requiring concomitant low dose
aspirin, or other drugs likely to increase gastrointestinal risk.

— Caution should be advised in patients receiving concomitant
medications which could increase the risk of ulceration or
bleeding, such as oral corticosteroids, anticoagulants such as
warfarin, selective serotonin reuptake inhibitors or anti-platelet
agents such as aspirin.

— When Gl bleeding or ulceration occurs in patients receiving
FEDROFEN, the treatment should be withdrawn.

— NSAIDs should be given with care to patients with a history of
gastrointestinal disease (ulcerative colitis, Crohn's Disease) as
their condition may be exacerbated.

— Caution is required prior to starting treatment in patients with a
history of hypertension and/or heart failure as fluid retention and
oedema have been reported in association with NSAID therapy.

— In patients with renal, cardiac or hepatic impairment caution is
required since the use of NSAIDs may result in deterioration of
renal function.

— Serious skin reactions, including exfoliative dermatitis, Stevens-
Johnson syndrome, and toxic epidermal necrolysis, have been
reported very rarely in association with the use of NSAIDs.

— Patients appear to be at highest risk of these reactions early in
the course of therapy, the onset of the reaction occurring in the
majority of cases within the first month of treatment.

— FEDROFEN should be discontinued at the first appearance of
skin rash, mucosal lesions, or any other sign of hypersensitivity.

— Bronchospasm may be precipitated in patients suffering from,
or with a previous history of, bronchial asthma or allergic disease.

— Elderly: Elderly patients are particularly susceptible to the
adverse effects of NSAIDs.

— Prolonged use of NSAIDs in the elderly is not recommended.

— Where prolonged therapy is required, patients should be
reviewed regularly.

PREGNANCY & LACTATION:

This product should be avoided during pregnancy and lactation.

DRUG INTERACTION:

It is considered unsafe to take NSAIDs in combination with

Warfarin or heparin unless under direct medical supervision.

Care should be taken in patients treated with any of the following

drugs as interactions have been reported:

— Zidovudine: There is evidence of prolonged bleeding time in
patients receiving concurrent treatment with zidovudine and
ibuprofen.

— Anti-hypertensives: reduced anti-hypertensive effect.

— Diuretics: reduced diuretic effect. Diuretics can increase the
risk of nephrotoxicity of NSAIDs.

— Cardiac glycosides: NSAIDs may exacerbate cardiac failure,
and increase plasma cardiac glycoside levels.

— Lithium: decreased elimination of lithium.

— Methotrexate: decreased elimination of methotrexate.

— Cyclosporin: increased risk of nephrotoxicity with NSAIDs.

— Other NSAIDs: avoid concomitant use of two or more NSAIDs.

— Aminoglycosides: reduction in renal function in susceptible
individuals, decreased elimination of aminoglycoside and
increased plasma concentrations.

— Probenecid: reduction in metabolism and elimination of NSAID
and metabolites.

— Oral hypoglycaemic agents: inhibition of metabolism of
sulfonylurea drugs, prolonged half-life and increased risk of
hypoglycaemia.

— Pseudoephedrine should not be used in combination with:
« MAOI therapy or within 14 days of ceasing such treatment.

+ Sympathomimetic agents, such as decongestants and appetite

suppressants, as it may potentiate their effects.

+ The effect of Pseudoephedrine may be diminished by guanethidine,
reserpine and methyldopa.

+ The effect of pseudoephedrine may be diminished/enhanced by
tricyclic antidepressants.

+ Pseudoephedrine may diminish the effects of guanethidine and
may increase the possibility of arrhythmias in digitalised patients,
or in those receiving quinidine or tricyclic antidepressants.

DOSAGE & ADMINISTRATION:

— The smallest effective dose should be used. Take with food or
milk if occasional and mild heartburn, upset stomach or stomach
pain occurs with use.

— Consult a doctor if these symptoms are more than mild or if
they persist.

— Adults and Children 12 Years of Age and Older: 1 tablet of
FEDROFEN 200/30 mg every 4 to 6 hours.

— If symptoms do not respond to 1 tablet of FEDROFEN 200/30 mg,
1 tablet of FEDROFEN 400/60 mg may be used every 8 hours.

OVERDOSAGE:

— Symptoms of overdose include headache, nausea, vomiting,
drowsiness, dizziness, thirst, anxiety, restlessness, irritability,
fever, sinus tachycardia, sweating, insomnia, dilated pupils,
blurred vision, delusions and hallucinations, muscular weakness,
difficulty in micturition, tremors, convulsions, coma, respiratory
depression, hypertension, supraventricular and ventricular
arrhythmias.

— Treatment consists of gastric lavage and if necessary correction
of serum electrolytes.

— Symptomatic and supportive treatment should be undertaken,
particularly with regard to the cardiovascular and respiratory
systems.

— Convulsions should be controlled with intravenous diazepam.

— Chlorpromazine may be used to control marked excitement and
hallucinations.

— Severe hypertension may need to be treated with an alpha-
receptor blocking drug such as phentolamine.

— A beta-receptor blocking drug may be required to control cardiac
arrhythmias.

PACKING:

2 blisters, each contains 10 film-coated tablets/Carton box.

STORAGE CONDITIONS:

Store away from direct light and humidity in a place of a temperature

below 25°C.

TPP1205607 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 i 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 5%
Tel.: +963 33 8673941 Fax: +963 33 8673943 =M HAMA PHARMA
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