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Reva Pharma

REVAGRIP Capsule

Composition

Each capsule contains: Paracetamol 500mg, Guaifenesin 100mg, phenylephrine
hydrochloride 6.1mg.

Pharmacologic Properties

Analgesic - Antipyretic

Expectorant

Nasal decongestant

Indications

For the relief of symptoms associated with colds and flu and the pain and congestion
of sinusitis, including aches and pains, headache, blocked nose and sore throat, chills,
lowering of temperature, and to loosen stubborn mucous and provide relief from
chesty coughs.

Contraindications

e Known hypersensitivity to any of the ingredients.

e Concomitant use of other sympathomimetic decongestants.

e Phaeochromocytoma.

e Closed angle glaucoma.

e Hepatic or severe renal impairment, hypertension, hyperthyroidism,
diabetes, heart disease or those taking tricyclic antidepressants or beta-
blocking drugs and those patients who are taking or have taken within the
last two weeks, monoamine oxidase inhibitors

Warnings and Precautions

e Patients suffering from chronic cough or asthma should consult a physician
before taking this product.

e Do not take with a cough suppressant.

Medical advice should be sought before taking this product in patients with
these conditions:

e An enlargement of the prostate gland

e Occlusive vascular disease (e.g. Raynaud's Phenomenon)

e This product should not be used by patients taking other sympathomimetics
(such as decongestants, appetite suppressants)

e  Concomitant use of other paracetamol-containing products should be
avoided.

Drug Interactions

Paracetamol

The anticoagulant effect of warfarin and other coumarins may be enhanced by
prolonged regular use of paracetamol with increased risk of bleeding. The hepato-
toxicity of paracetamol may be potentiated by excessive intake of alcohol. The speed
of absorption of paracetamol may be increased by metoclopramide or domperidone
and absorption reduced by colestyramine.

Phenylephrine: should be used with caution in combination with the following drugs
as interactions have been reported:

Monoamine oxidase inhibitors

Sympathomimetic amines

Beta-blockers and other antihypertensives

Tricyclic antidepressants

Ergot alkaloids

Digoxin and cardiac glycosides

Guaifenesin: No significant interactions with other drugs have been noted.
Pregnancy and lactation

Pregnancy

This product should not be used during pregnancy without medical advice.
Human and animal studies with paracetamol have not identified any risk to pregnancy
or embryo-foetal development.

No relevant data are available for products containing phenylephrine.

The safety of guaifenesin during pregnancy has not been established.

Lactation

This product should not be used whilst breast feeding without medical advice.
Human studies with paracetamol have not identified any risk to lactation or the breast-
fed offspring.

Paracetamol crosses the placental barrier and is excreted in breast milk. Phenylephrine
may be excreted in breast milk.

No relevant data available for guaifenesin.

Dosage and Administration

Adlults, the elderly and children aged 16 years and over:

Two capsules every four hours as required. Do not take more than 8 capsules (4
doses) in any 24 hour period.

Not to be given to children under 16 years except on medical advice.

Do not take continuously for more than 5 days without medical advice.

Side Effects

« Allergic reactions: such as skin rash and itching sometimes with swelling of the
mouth or face.

« Reoccurring fevers or infections.

« Nausea, sudden weight loss, loss of appetite and yellowing of the eyes and skin.
« Visual disturbances. This is rare but is more likely in those with glaucoma.

< Unusually fast pulse rate or sensation of an unusually fast or irregular heartbeat.
« Difficulty passing water. This is more likely to occur in men with an enlarged
prostate gland.

Storage

Do not store above 25°C.

Packaging

Carton package with tow blisters, every blister contains 10 capsules.

“Do not repeat the same prescription without
KEEP THE MEDICAMENTS OUT OF REACH

ber
your docor.

oF CHILDREN

Council of Arab Health Ministers& Union of Arab Pharmacists

Reva Pharmaceutical Industry - Syria
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