rlmacare® PORO® SUPPOSITORY

Ingredient(s):

Poro suppository 125mg

Each suppository contains:

Paracetamol(Acetaminophen) ..........ccc.oiiiiiiiiii e 125mg

Poro suppository 250mg
Each suppository contains:
Paracetamol(Acetaminophen) ............coooiiiiiiiiii e 250mg

Pharmacodynamic:

1. Paracetamol may act by inhibiting prostaglandin synthesis in the central
nervous system and through a peripheral action by blocking pain impulse
generation. The peripheral action may also be due to inhibition of the
synthesis of prostaglandins which sensitize pain receptors to mechanical or
chemical stimulation.

2. Paracetamol produces antipyresis by acting centrally on the hypothalamic
heat-regulation center to produce peripheral vasodilation resulting in
increase blood flow through the skin, sweating and heat loss. The central
action probably involved inhibition of prostaglandin synthesis in the hypothal-
amus.

Pharmacokinetic:

1. Paracetamol is uniformly distributed throughout most body fluids, the
apparent volume of distribution is 1 to 1.2 L/kg. Paracetamol can cross the
placenta and is excreted in milk. At therapeutic plasma levels no protein
binding occurs. Paracetamol is metabolised by the hepatic microsomal
enzyme system. In adults at therapeutic doses, paracetamol is mainly
conjugated with glucuronide (45-55%) or sulphate (20-30%). A minor propor-
tion (less than 20%) is metabolised to catechol derivatives, and mercapturic
acid compounds via oxidation. Paracetamol is metabolized differently by
infants and children compared to adults, the sulphate conjugate being
predominant. Paracetamol is excreted by active tubular secretion: 85-90% of
the administered dose is eliminated in the urine within 24 hours of admin-
istration. Paracetamol has a half-life of 1 to 3.5 hours.

Indication(s):
For the symptomatic relief of fever and pain (headache, muscle ache) associated
with common cold.

Dosage and Administration:

Children 1-2 years: 1 suppository of 125mg.

Children 2-6 years: 1-2 suppositories of 125mg.

Children 6-12 years: 1-2 suppositories of 250mg.

To be inserted deep into rectum every 4 hours as needed, up to 4 times daily.

Contraindication(s):
Contraindicated in patients who have shown hypersensitivity to paracetamol.

Precaution(s) / Warning(s):

1. Use with caution to patient with renal or hepatic dysfunction.

2. If fever persists for more than 3 days or recurs, or if pain continues for more
than 5 days, consult a physician immediately.

3. _Allergy alert:
Paracetamol may cause severe skin reactions. Symptoms may include skin
reddening, blisters or rash.
These could be signs of a serious condition. If these reactions occur, stop use
and seek medical assistance right away.

This preparation contains PARACETAMOL.
Do not take other PARACETAMOL containing medicines
at the same time.

Drug Interaction(s):
1. The half life of chloramphenicol is prolonged by paracetamol.
2. The absorption rate of paracetamol is increased by metoclopramide.

Side Effect(s) / Adverse Reaction(s):

Side effects of paracetamol are usually mild, though haematological reactions
have been reported. Skin rashes and other allergic reactions occur occasionally.
Cutaneous hypersensitivity reactions including skin rashes, angiodema, Stevens
Johnson Syndrome/ Toxic Epidermal Necrolysis have been reported.

Symptoms and Treatment for Overdosage, and Antidote(s):

Toxic symptoms include vomiting, abdominal pain, hypotension and sweating.
Jaundice, hypoglycaemia and metabolic acidosis are major manifestation of liver
failure, which may take at least 3 days to develop. In case of suspected overdose,
getting emergency help at once even if no apparent symptoms. Symptoms of
severe overdosage may be delayed, but treatment must be begun as soon as



possible. Treatment started 24 hours or more after the overdosage may be
ineffective in preventing liver damage or fatality. Acetylcysteine 20% is given by
intravenous infusion as an antidote by a physician.

Shelf-Life:
3 years from the date of manufacture.

Storage Condition(s):
Store at temperature below 25°C. Protect from light and moisture.

Product Description and Packing(s):

A white to off-white spindle shaped suppository.
Poro suppository 125mg

5 suppositories per case.

5 suppositories per strip, 2 strips per box.

10 suppositories per strip, 10 strips per box.

Poro suppository 250mg
5 suppositories per strip.
10 suppositories per strip, 10 strips per box.

®
Hmacare® SUPOSITORI PORO
Bahan Aktif:
Poro supositori 125mg
Setiap supositori mengandungi:
Paracetamol(Acetaminophen) ...........c.oooiiiiiiiiiii e 125mg

Poro supositori 250mg
Setiap supositori mengandungi:
Paracetamol(Acetaminophen) ..........ccccooiiiiiiiiiiiiiii e 250mg

Indikasi:
Untuk melegakan demam dan kesakitan (sakit kepala, sakit otot) yang berkaitan
dengan selsema.

Dos:
Kanak-kanak 1-2 tahun : Satu 125mg supositori.
Kanak-kanak 2-6 tahun :  Satu hingga dua 125mg supositori.

Kanak-kanak 6-12 tahun :  Satu hingga dua 250mg supositori.
Supositori dimasukkan ke dalam rektum setiap 4 jam jika diperlukan, sebanyak
4 kali sehari.
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® Manufacturer and Product Registration Holder:
Y.S.P. INDUSTRIES (M) SDN. BHD. (199001001034)
Lot 3, 5, 7, 12 & 14, Jalan P/7, Section 13,
‘ Kawasan Perindustrian Bandar Baru Bangi,
43000 Kajang, Selangor, Malaysia.
Y. s. P. Ordering Line: 1 800 88 3027
Product Info: 1 800 88 3679
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