FLU-SAFE

Capsules- Syrup Reva Pharma

Pregnancy and Lactations: FLU-SAFE is not reccommended during
pregnancy or breast-feeding. Ask your doctor or pharmacist for
advice before taking this medicine.

Driving and using machines: This medicine has major influence

on the ability to drive and use machines due to possible side effect

Composition:

Capsules: Each FLU-SAFE Capsule contains:

Paracetamol 240 mg,

Chlorpheniramine maleate 3.2 mg,

Vitamin C (Ascorbic acid) 100 mg.

Syrup: Each 5 ml FLU-SAFE syrup contains:

Paracetamol 120 mg,

Chlorpheniramine maleate 0.5 mg,

Vitamin C (Ascorbic acid) 50 m,

Pharmacnlnglcal properties: FLU SAFE ha§ an effective pharma-
ion between par 1 with its anal. and

antipyretic effect due to of the hesis of pr landi

in the central nervous system, and Chlorpheniramine maleate with

its anti-allergic effect due to its blocking of histamine receptors H1

(which makes it useful in cases of rhinorrhea and allergic cough), and

vitamin C with its effect as supporter for the immune system.

Pharmacokinetic: Paracetamol is rapidly and almost completely

absorbed from the gastro-intestinal tract. Peak plasma concentrations

are reached 30-90 minutes post dose and the plasma half-life is in

drowsiness, particularly in the beginning of the treatment.

Drug Interaction:

- Concurrent use of FLU-SAFE and hypnotics (e.g., barbiturates) or
anxiolytics may cause an increase in sedative effects,

- FLU-SAFE (Chlorpheniramine) inhibits phenytoin metabolism and
can lead to phenytoin toxicity.

- The anticholinergic effects of Chlorpheniramine are intensified by
MAOIs.

- The hepatotoxicity of FLU-SAFE, particularly after overdosage,
may be increased by drugs which induce liver microsomal enzymes
such as barbiturates, tricyclic antidepressants, and alcohol.

- Metoclopramide or domperidone can increase the absorption of
FLU-SAFE, and absorption reduced by colestyramine.

- High doses of FLU-SAFE may interfere with the effectiveness of warfarin.

Side Effects:Drowsiness, dizziness after quick change of position, dry

mouth, blurred vision, constipation and rarely skin allergic reaction.

Dosage and Administration:

Capsules:

Adults: 1-2 capsule three times daily.

the range of 1 to 3 hours. Drug is widely distributed tt 4 most
body fluids following therapeutic doses 90-100% of the drug is re-
covered in the urine within 24 hours almost entirely following hepatic
conjugation with glucuronic acid, sulphuric acid or cysteine.
Chlorpheniramine is well absorbed from the gastro-i inal tract,

Children 10-15 years:on capsule 2-3 time daily according to age.
Syrup:
Children 6-12 years: 10 ml 4 times daily.
Children 3-6 years: 5 ml 4 times daily.
Children 2-3 years: 5 ml 3 times daily.

following oral administration. The effects develop within 30 minutes,

are maximal within 1 to 2 hours and last 4 to 6 hours. The plasma

half life has been caumatcd to be 12 to 15 hours. Chlurphcmrammc
bolized to the hyl and did yl derivatives.

Ahout 22% of an oral dose is excreted unchanged in the urine.

Ascorbic acid is readily absorbed from the gastro-intestinal tract and

is widely distributed in the body tissues. Unmetabolized ascorbic

acid and its inactive metabolic products are chiefly excreted in the

urine. The amount of ascorbic acid excreted unchanged in the urine is

dos dent and may be d by mild diuresis.

Indications: FLU-SAFE is indicated for treatment of symptoms

associated with the common cold, influenza and upper respiratory

tract infections such as runny nose, cough, watery eyes, sneezing,

headache and/or fever.

Contraindications: Patients allergic to any of the drug components,

sever hepatic failure, narrow-angle glaucoma, patients with the risk of

renal retention (related to urethroprostatic disorders).

Warnings and Precaution: FLU-SAFE should be use with caution

in patient with:

* A deficiency of glucose-6-phosphata dehydrogenase.

« Hemolytic anemia, constipation, vertigo and urinary problems.

+ Asthma, chronic obstructive pulmonary disease, cardiovascular

disease, hyperthyroidism and pyloroduodenal obstruction.
« Kidney problems.

Overdose: symptoms :Chlorpheniramine overdose can result in
seizures, loss of consciousness, dystonic reactions, cardiovascular
collapse including arrhythmias and maybe causes coma. Paracetamol
can result in poisoning, particularly in elderly subjects, young
children, patients with liver diseases.

Treatment: Patients should be referred to hospital urgently for imme-
diate medical attention. Treatment with activated charcoal should be
considered if the overdose has been taken within 1 hour. Treatment
with N-acetylcysteine may be used up to 24 hours after ingestion of
paracetamol.

Storage: Keep this medicine out of reach of children. Store below
25°C and in the original package.

Packaging:

Capsules Each FLU-SAFE carton box contains 20 capsules in two
blister Strips.

Syrup: Each FLU-SAFE carton box contains a 100 ml opaque bottle.

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