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ANTIEMETIC
100 ml. Oral Solution
Composition :
Each 5 ml contains :
Ondansetron HCL dihydrate 5mg
Equivalent to ondansetron 4 mg

Pharm. Effect :
Antiemetic blocks the actions of chemicals in the body that can
trigger nausea and vomiting.

Mechanism of action :
antiemetic is a selective blocking agent of the serotonin 5HT3
receptor type , also has a sedative effect and remove the anxiety.

Pharmacodynamics :

Ondansetron is completely and rapidly absorbed from the gastroin-
testinal tract after oral administration, its bioavailability is only about
60% compared with ondansetron administered by infusion over 15
minutes. Bioavailability is slightly increased when administered after
a standard meal, Since the time to reach peak concentration is 0.5 to
2 hours after oral ingestion, Ondansetron is widely distributed and
binds moderately (70 to 76%) to plasma proteins ; the elimination
half-life averages approximately 3.8 + 1 hours. Clearance occurs by
hepatic metabolism (95%) rather than renal excretion.

Indications :

1-for the treatment of severe vomiting .

2-treatment and prevention of nausea and vomiting induced by
cytotoxic chemotherapy and radiotherapy .

3-treatment and prevention of postoperative nausea and vomiting.

Contraindications :
hypersensitivity to the drug .

Side Effects :

it may cause diarrhea or constipation , fatigue, headache, dizziness
,a sensation of flushing or warmth. Chest pain, seizures, lowered
blood pressure, Rarely allergic reaction, temporary rise in livers
enzymes.

Precautions :

Patients with moderate or severe hepatic impairment, the total daily
dose of ondansetron should not exceed 8mg, it should not be
administrated to pregnant woman only if clearly needed and under
physician supervision, it should be used carefully in nursing woman.

ayour medicine and everyday activities includes :alcohol ,diet ,comple-
mentary medicines and vitamins as well as driving .
®your prescriber may only prescribe this medicine with special care
and may not prescribe it at all if you:
- have certain types of gastrointestinal problems .
- have certain types of heart or circulation problems .
- have had throat surgery .
-have metabolic problems .
- in childes under the age of one month .

Pregnancy and Brest feeding :

« the use of this medicine during pregnancy is not recommended. You
should only take this medicine during pregnancy if your doctor thinks
that you need it.

=medicines can pass into breast milk and may reach your baby
through breast-feeding. In the case of this medicine: breast-feeding
is not recommended while taking this medicine .

Drug and Food Interactions :

the metabolism of ondansetron is effected through the metabolic
liver enzyme cytochrome P-450 ,s0 all products metabolized through
the enzymes may modify the half-life of ondansetron .ondansetron
interacts with carbamaepine ,phenytoin and rifampicin and tramadol
.in humans ,carmustine, etoposide and cisplastin donot effect the
pharmacokinetics of ondansetron . the coadministration of ondanse-
tron had no effect on the pharmacokinetics and pharmacodynamics
of temazepam.

Dosesl\Indications :

1-Severe vomiting:

The recommended adult oral dosage is 10 mL of antiemetic oral
solution given once daily or as doctor direction.

Children: 5 mL of antiemetic oral solution given once daily or as
doctor direction.

2-Moderately Emetogenic Chemotherapy :

= Adult: The recommended adult oral dosage is 10 mL of antiemetic
oral solution given twice a day. The first dose should be administered
30 minutes before the start of emetogenic chemotherapy, with a
subsequent dose 8 hours after the first dose. 10 mL of antiemetic
oral solution should be administered twice a day (every 12 hours) for
1 to 2 days after completion of chemotherapy.

= Children : For pediatric patients 12 years of age and older, the
dosage is the same as for adults. For pediatric patients 4 through 11

years of age, the dosage is 5 mL of antiemetic oral solution given
3 times a day. The first dose should be administered 30 minutes
before the start of emetogenic chemotherapy, with subsequent
doses 4 and 8 hours after the first dose. 5 mL of antiemetic oral
solution should be administered 3 times a day (every 8 hours) for
1 to 2 days after completion of chemotherapy.

3-Postoperative Nausea and Vomiting :The recommended
dosage is 20 mL oral solution 1 hour before induction of
anesthesia.

Overdoses\Toxicity\ :

Symptoms of a antiemetic Overdose include:

« Sudden blindness for a few minutes .

« Severe constipation .

« Low blood pressure (hypotension), causing lightheadedness,
dizziness, and/or fainting .

« Faintness .

« Changes in heart rhythm .

there is no specific antidote for ondansetron and management is
supportive .

Storage :
Preserve in well-closed containers, and store at controlled room
temperature less than 25°C. protect from light .

Packaging :
100 ml glass container .

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 o 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 THE MEDICAMENTS OUT OF THE REACH OF CHILDREN
(Council of Arab health Ministers) (Union of Arab Pharmacists)

APHAMEA

Pharmaceuticals
Hama- Syria




