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® Pharmacokinetic : * Keep out of reach of children. Overdase and treatment :
PARA AP fing inistrat is rapidly absorbed. + Do not taks if allergic to paracetamol., : Toxic symptoms include

PARACETAMOL TABLETS 500 MG
PACKAGE INSERT
Name of product :
PARACAP PARACETAMOL TABLETS 500 MG
Name and strength of the medicine :
‘Each tablet contains :- Paracetamol 500.00 mg
Product description :
‘White, oblong, biconvex tablet embossed with “PARACAP” on both
sides are packed in Blister pack (Aluminium foil-PVC) of 10 tablets

into a paper box of 3 blisters and 50 blisters.

The compositians are following
Paracetamol 500.00 mg
Com starch 6.44mg
Tapioca starch 392mg
Pavidane K90 5.52mg
Sodium metabisulfite 036 mg.
Methylparahen 0.52mg
Sodium starch glycolate 8.70mg
Magnesium stoarate 456 mg
Purified water 0.088 mL

Pharmacodynamic :

is a centrally actir i ] ic with
‘minimal ‘properties.
Analgesic.

‘The mechanism of analgesic action has not been fully determined.
by inhibiting B

may

‘plac in and

therefore the rate of absorption is depending on the rate of gastric

‘emptying. nmmmummmmm
whereas

‘absorption of the analgesic though the total amount absorbed docs
‘1ot increase.

‘The presence of food in the stomach has also been reported to reduce
the rate of sbsorption of paracetamol. Alterations in gastric pH have

absorption. Dmin‘lhlﬂm,
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ity and does 1 bleeding

concentrations are reached 1 hour after absorption. The plasma

half life is 1 to 3 hours. hmnlpmmﬂwhrmlndu

prosent in of human. by the
of the liver This is mainly
S T
49% and 26% of the ingested

About 4% is excroted as free paracetamol Other minor pathways
include the production of catechol derivatives and cysteine conjugates
(via glutathione) Paracetamol excretion is rapid and occurs via.
the urine.

Indication :

For the relief from mild to moderate including: headache, migraine,

extraction, pain after vaccination and the discomfort from colds, influenza
and sore throats.

synthesis in

(COX)-2) and, to a lesser extent, through a peripheral action by
blocking pain-impulse generation. The peripheral action may also be
due o abibiton of prostaglandin synthesis o o skibition of the

dose:
Adults and children aged 12 years and over: 500 mgto 1 g (1-2 tablets)
paracetamol, taken overy 4-6 hours as required Up to 8 maximum of

4.gdaily.

mam:m

synthesis or actions of other substances §
o mechanical or chemical stimulation N—— -
Antipyretic emormms«mmimwhwm

BEERI=N, ‘Warnings and precautions :
b Lt : g sl ‘This proparation contains PARACETAMOL. Do not taks any other
through the skin, sweating and heat loss. Paracetamol reduces fever e, All
by inhibiting in the CNS ‘may cause severe skin reactions. sympmumlymdndn
and by i atthe kin reddening, blisters or rash. Th ild be i
thermoregulator center. mkummqmmﬂmm

right away.

* Patients should contact their health care provider if symptoms
persist (if the pain lasts for more than 10 days, if there is
redness or fever lasts more than 3 days).

» Paracetamol should be given with care to patients with
impaired kidney or liver function.
l‘rgpdmud:mldbemmulmmmmﬁm

+It should be given with care to patients with alcohol
dopendence.

* Paracetamol provides symptomatic relief only, additional
wmmumdmmmmmu
instituted when necessary.

* This preparation contains Sodium Metabisulphite that may
cause serious allergy reactions in certain susceptible
‘patients. Do not use if serious allergic type reactions in
certain susceptible patients. Do not use if known to be
hyperscnsitivie to bisulphites

Effects on Ability to Drive and Use Machines.

It is unlikely to impuir a patient s'ability to drive or use machinery.

Interaction with other medicaments :

‘The anticoagulant effect of warfarin and other coumarins may be
enhanced by prolonged regular daily use of paracetamol with

ma-edmkotbuedmr doses have no significant

Pnpntyndmm.
Use in pregnancy :
Canndetedmbethemd;encofchmemptw

Mnmwﬂmwnmlummd
tobeuﬂamnmmnldn-peuudomfnuhm—muu
25 a minor

Use in lactation :

* Excreted in breast milk.

« Maternal ingestion of paracetamol in normal therapeutic
doses does not appear to present a risk to the nursing
infant.

Undesirable effects :
Adverse effects of paracetamol are rare and usually mild,although
hmmwdmmshawbmw Skmnlhund

other
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Stevens Jonhson Syndrome/Toxic Epidermal Necrolysis have
been reported.

vomiting, sbdominal pain,
hypotension and sweating Thmmmmuﬁvmeﬂhaof
acute overdose is a dose-d
fatal hepatic necrosis. Clinical and laboratory evidence of
quuuwmwmmwﬂuwmm
of liver fail h as jaundice, and
acidosis may take at least 3 days to develop.
Treatment ; In cases of overdose, methods of reducing the absorption.
of ingested drug are important. Gastric lavage is essential even
if several hours have elapsed. Prompt administration of 50 g
activated charcoal and 500ml iced mannitol 20% by mouth,
‘may reduce absorption. If the history suggests that 15 g Paracetamol
or more has been ingested, inif mcfﬂw i
antidotes: A i mi
20% scotloysteine withant waiting for
urmelulmphmllevelxmﬂu.mddouoflsnmm
over 15 minutes, followed by continuous infusion of 50 mg/kg
in 500 ml 5% glucose/dextrose over 4 hours and 100 mg/kg
in IL 5% ghucose/dextrose over 16 hours;
OR

Oral Methionine: 2.5 g immediately followed by three further
doses of 2.5 g at four hourly intervals. For a 3 year old child,
1g methionine every four hours for four doses has been used;
OR

Oral Acetyloysteine 5%: 140 mg/kg as a loading dosc, then
70 mg/kg every 4 hours for a total of 17 maintenance doses
If more than ten hours have clapsed since the overdosage was
taken, then antidote may be in ineffective.

Storage condition :
Slorebeluw!bC-ndlhzlﬁhf:uJyunfmtbdneof
manufacture.

Dosage forms and packaging available
thmhlmmmapwk(AlnmnmﬁrilPVC)ofloubleu
mapmpuboxoﬂxlo’lmdsox 10’s.
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