vS1C

Feverol Advance®

Paracetamol 500mg

Presentation:

Feverol Advance®: Each film coated
tablet contains 500 mg Paracetamol in
packs of 30 and 100 tablets.
Excipients: Compressible calcium
carbonate, partially pregelatinized
maize starch, crospovidone, povidone,
alginic acid, magnesium stearate,
opadry white.

Pharmaceutical form:

Film coated tablets for oral use.
Pharmacotherapeutic group:
Analgesic, Antipyretic.

ATC Code: NO2BEO1

Therapeutic Indications:

Feverol Advance® relieves mild to
moderate pain including:

e Headache

© Muscle pain

e Period pain

 Toothache

e Osteoarthritis

e Fever associated with cold and flu
symptoms.

Posology and method of adminis-
tration:

Swallow Feverol Advance® tablets
with water.

Adults, elderly people and children
aged 12 years and over:

o Take 2 tablets, up to four times a day
as needed.

Do not take more often than every 4
hours.

Do not take more than 8 tablets in 24
hours.

Children aged 6-12 years:

o Take half to one tablet, three to four
times a day as needed.

Do not take more often than every 4
hours.

Do not take more than 4 tablets in 24
hours.

e Do not take more than 3 days
without medical advice.

Feverol Advance® is not for use in
children under 6 years old, unless
recommended by a doctor.
Contra-indications:

Do not take Feverol Advance® tablets
if you are allergic

(hypersensitive) to Paracetamol or any
of the other excipients.

Warnings and Precautions for use:
Talk to your doctor or pharmacist
before taking Feverol Advance®
tablets if you have been diagnosed
with liver or kidney impairment.
Check with your doctor if :

* You have glutathione depleted states
such as sepsis or you have a severe
infection as the use of Paracetamol
may increase the risk of metabolic
acidosis

Signs of metabolic acidosis
include:

e Deep, rabid, difficult breathing

e Feeling sick (nausea, being sick
(vomiting)

e Loss of appetite

e Contact a doctor immediately if you
get a combination of these symptoms
e |f symptoms do not improve, get
worsen or new symptoms occur, please
consult the doctor as these could be
signs of serious conditions.

e Do not exceed the stated dose.

e This product contains Paracetamol,
do not take with any other product
containing Paracetamol.

Driving and using machines:
Unlikely to cause an effect on ability to
drive and use machines.

Use During pregnancy
lactation:

Seek medical advice before taking this
product if you are pregnant or
lactating:

e Human and animal studies with
Paracetamol have not identified any
risk to pregnancy or embryo-foetal
development.

e Human studies with Paracetamol
have not identified any risk to
lactation or the breast-fed offspring.
Paracetamol crosses the placental
barrier and is excreted in breast milk.
Drug Interactions:

o The liver toxic effects of Paracetamol
may be increased by the use of
alcohol.

- The anticoagulant effect of warfarin
and other coumarins may be enhanced
by prolonged regular daily use of
Paracetamol with increased risk of
bleeding; occasional doses have no
significant effect.

Undesirable effects:

Stop using Feverol Advance® and
consult your doctor immediately if:

e You experience allergic reactions
such as skin rash or itching, sometimes
with breathing problems or swelling of
the lips, tongue, throat or face.

e You experience angioedema or
Steven Johnson Syndrome.

e You experience a skin rash, peeling,
or mouth ulcers.

e You have previously experienced
breathing problems or bronchospasm
with  aspirin  or  non-steroidal
anti-inflammatory, and experience a
similar reaction with this product.

e You experience unexplained bruising
or bleeding.

e You experienced liver dysfunction
related symptoms or signs.

These reactions are very rare.
Overdose:

Paracetamol overdose may cause liver
failure. Immediate medical

and

management is required in the event
of overdose, even if symptoms of
overdose are not present.

In massive over dosage exceeding 10g
of Paracetamol may cause liver failure.
Early symptoms may include: pallor,
nausea, vomiting, (diaphoresis) and
general malaise.

Clinical and laboratory evidence of
liver damage may not be apparent
until 48 to 72 hours past ingestion.
Overdose should be promptly treated
by gastric lavage followed by
intravenous  N-acetylcysteine  or
Methionine without waiting for the
results of plasma paracetamol levels.
General supportive measures must be
available. Additional antidote therapy
is normally considered in light of
further plasma Paracetamol levels and
the time elapsed since ingestion. In all
cases of suspected overdose, prompt
medical attention is critical for adults
as well as for children, even if you do
not notice any signs or symptoms.
Pharmacological Properties:
Pharmacodynamic Properties:
Paracetamol is an  antipyretic
analgesic. The mechanism of action is
probably similar to that of aspirin and
dependent on the inhibition of
prostaglandin synthesis. This inhibition
appears, however to be on a selective
basis.

Pharmacokinetic Properties:
Paracetamol is rapidly and almost
completely absorbed from the gastroin-
testinal tract.

The concentration in plasma reaches a
peak in 30 to 60 minutes and the
plasma half-life is 1 - 4 hours after
therapeutic doses. Paracetamol is
relatively  uniformly  distributed
throughout most body fluids. Binding
of the drug to plasma proteins is
variable; 20 to 30% may be bound at
the  concentrations  encountered
during acute intoxication. Following
therapeutic doses 90 - 100% of the
drug may be recovered in the urine
within the first day. However, practical-
ly no Paracetamol is excreted
unchanged and the bulk is excreted
after hepatic conjugation.

Special precautions for storage:
Store below 30°C.
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This is a medicament
* A medicament is a product which affects your health,and its
consumption contrary to 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 medicament out of the reach of children.
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