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MOL

rops - Tablets

Composition:

Oral Drops: Each 1 ml Penemol Oral Drops contains Paracetamol (Acetaminophen) 100 mg.

Syrup: Each 5 ml Penemol Syrup contains Paracetamol (Acetaminophen) 160 mg.
Tablets: Each Penemol 500 tablet contains Paracetamol (Acetaminophen) 500 mg.

Each Penemol 1000 tablet contains Paracetamol (Acetaminophen) 1000 mg.
Mechanism of Action:

Paracetamol is an effective and antipyretic analgesic. It works by inhibiting the synthesis
of prostaglandins in the central nervous system and to a lesser extent through a peripheral
effect by blocking the generation of pain impulses.

It is possible that paracetamol's antipyretic effect is due to its central effect on the
hypothalamic thermoregulatory center.

Pharmacokinetics:

Paracetamol is rapidly absorbed from the gastrointestinal tract. The concentration in plasma
reaches a peak in 30 minutes to 2 hours after ingestion. It is metabolized in the liver and
excreted in the urine mainly as the glucuronide and sulphate conjugates.

Less than 5% of the administered dose is removed unchanged. the elimination half-life
varies from about 1 to 4 hours.

Indications:

Penemol is an analgesic used for the treatment of mild-to-moderate pain including:
Headache, Sore throat, musculoskeletal pain, fever and pain after vaccination, pain after
dental procedures / tooth extraction, toothache. Penemol is also used for relief of fever.
Contraindications:

- Hypersensitivity to paracetamol or to any of the excipients.

- Patients with severe hepatic dysfunction.

Warnings & precautions:

- If fever persists for more than three days (72 hours) and when the pain persists for

more than 5 days, consult a physician.

- Do not give this medicine to your child for more than 3 days without speaking to your
doctor or pharmacist.

- Care is advised in the administration of paracetamol to patients with severe renal or
severe hepatic impairment.

Pregnancy & Lactation:

Pregnancy: Available data on the use of paracetamol in pregnant women indicate that there
are no toxic (deform) effects in the newborn. Paracetamol can be used during pregnancy
if necessary, but it should be used at the lowest effective dose, for the shortest possible time
and as frequently as possible.

Lactation: Paracetamol is excreted in breast milk, but not in large quantities.

The available data show that it is not contraindicated in this case.

Drug Interactions:

- The hepatotoxicity of Paracetamol, particularly after overdosage, may be increased by

drugs which induce liver microsomal enzymes such as barbiturates, tricyclic antidepressants,

and alcohol.

- The speed of absorption of paracetamol may be increased by metoclopramide or
domperidone and absorption reduced by colestyramine.

Side Effects:

Adverse effects of paracetamol are rare but hypersensitivity including skin rash may occur.
There have been reports of blood dyscrasias including thrombocytopenia and
agranulocytosis, but these were not necessarily causality related to paracetamol.

Dosage & Administration:
Children under 10 years old:

maximum
Age Usual Dosage dose per day

3-5 months 60 mg every 4—6 hours
6—23 months 120 mg every 4—6 hours

2-3 years 180 mg every 4-6 hours maximum 4 doses

4-7 years 240 mg every 4-6 hours per day

8-9 years 360-375 mg every 4-6 hours

9-10 years 480-500 mg every 4—6 hours

- The dropper is capacity for 1 ml.

- Penemol drops can be administered directly into the mouth with a measured dropper
or can be mixed with fruit juice or water, while Penemol syrup is given with a teaspoon.
Children 10-15 years: 1 tablet of Penemol 500, every 4 hours as needed (with a maximum
of 4 tablets in 24 hours). it is not recommended for children under 10 years of age.
Adults and children over 16 years: 1-2 tablets of Penemol 500, up to four times daily as
needed (up to a maximum of 8 tablets in 24 hours). Or ¥2-1 tablet Penemol 1000,

orally 1-3 times a day.

- These doses should not be given frequently and no more than 4 doses should be

given in 24 hours.

- The dose should not exceed 4g in 24 hours.

Overdose:

Hepatic damage can occur in adults (if they took 6g or more of paracetamol) and in
children (if they took more than 150 mg/kg of paracetamol).

Treatment: Prompt treatment is essential in managing paracetamol overdose.

The patient should be referred to hospital urgently to obtain immediate medical attention.
The N-acetylcysteine antidote is given intravenously within 24 hours of taking paracetamol.
If vomiting is not present, methionine may be given orally as a suitable

alternative (out of hospital).

Storage:

Keep out of reach of children, in its original package.

Store syrup and oral drops at room temperature between (15-30 )° C.

Store tablets below 25°C.

Packaging:

Oral Drops: Each Penemol Oral Drops carton box contains a 30 ml opaque bottle
attached to a 1ml dropper.

Syrup: Each Penemol Syrup carton box contains a 100 ml opaque bottle.

Tablets: Each Penemol 500 carton box contains 500 tablets in 50 blister strips.

Each Penemol 1000 Cross box contains 20 tablets in two blister strips.

-A medicament is a product which affects your health, and it's
consumption contrary to instructions is dangerous for you

- Follow strikly the doctors prescription, the method of usé and the

of the cist who sold the

-The doctor and the pham!acls[ experts in medicine, it's benefits and isks

-Do not repeat the same prescription without consulting your doctor.

KEEP THE MEDICAMENTS OUT OF REACH oF CHILDREN

Council of Arab Health Ministers& Union of Arab Pharmacists

Manufactured by Reva Pharma for Al Hikma pharma



