TleXi mond oral Drops

ACTIVE INGREDIENT (In each 1 ml):

Paracetamol 100 mg.

EXCIPIENTS:

Citric acid, glycerin, polyethylene glycol, propylene glycol, sodium citrate, sodium saccharin,
vanilla flavor, grape flavor, D & C red no.33, purified water.

PURPOSE:

Pain reliever/Fever reducer.

INDICATIONS:

Temporary treatment of mild pain and fever.

PHARMACOKINETICS:

Absorption: Well absorbed following oral administration, with peak plasma concentration
attained within 10-60 minutes.

Distribution: Rapidly distributed to most body tissues. Crosses placenta and distributed into breast milk.
Plasma Protein Binding: 25%.

Metabolism: Metabolized principally by sulfate and glucuronide conjugation; small amounts (5-10%)
oxidized by CYP-dependent pathways (mainly CYP2E1 and CYP3A4) to a toxic metabolite that is de-
toxified by glutathione and eliminated; any remaining toxic metabolite may bind to hepatocytes and cause
cellular necrosis.

Elimination Route: Mainly excreted in urine as conjugates.

Half-life: 1.25-3 hours.

Hepatic impairment: Following toxic doses or in patients with liver damage, plasma half-life may be
prolonged.

Renal impairment: In patients with moderate to severe renal impairment, paracetamol conjugates
may accumulate.

SIDE EFFECTS:

Patient should get emergency medical help if any of these signs of an allergic reaction occurs: hives; dif-
ficulty breathing; swelling of your face, lips, tongue, or throat.

Patient should stop taking this medication and call doctor at once if a serious side effect occurs such as:

* Low fever with nausea, stomach pain, and loss of appetite.

« Dark urine, clay-colored stools.

« Jaundice (yellowing of the skin or eyes).

WARNINGS:

Liver warning: This product contains paracetamol. Severe liver damage may occur if your child takes:

* More than 5 doses in 24 hours, which is the maximum daily amount.

« With other drugs containing paracetamol.

Sore throat warning: If sore throat is severe, persists for more than 2 days, is accompanied or followed by
fever, headache, rash, nausea, or vomiting, patient should consult a doctor promptly.

Patient should not use the drug:

With any other drug containing paracetamol (prescription or nonprescription). If patient is not sure whether
a drug contains paracetamol, he should ask a doctor or pharmacist.

Parents should ask a doctor before use if their child has liver disease.

Parents should ask a doctor or pharmacist before use if the child is taking the blood thinning drug
warfarin.

Patient should stop use the drug and ask a doctor if:

* Pain gets worse or lasts more than 5 days.

« Fever gets worse or lasts more than 3 days.

* New symptoms occur.

« Redness or swelling is present.

These could be signs of a serious condition.

Overdose Warning: Taking more than the recommended dose (overdose) may cause liver damage. In case
of overdose, patient should get medical help right away.

Keep out of reach of children.

DIRECTIONS:

« If needed, patient can repeat the dose every 4 hours.

« Patient should not take more than 5 times in 24 hours.

« Patient should not take more than 2 days unless directed by a doctor.

« Patient should not take more than directed.

Age (months) Dose (mL)
Under 24 months Ask a doctor
24 - 36 months 1.6 ml
STORAGE:
Store at (20° — 25° C). Avoid humidity.
PACKAGE:

Bottle of 30 mL with syringe.

Rev. No:11605

THIS IS A MEDICAMENT

- The medicament is a product which affects your health, and its consumption
contrary to instruction 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 THE MEDICAMENT OUT OF THE REACH OF CHILDREN

Council of Arab Health Ministers Arab Pharmacists Association

DIAMOND PHARMA — Damascus suburb — Syria
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