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Feverol Extra®
Paracetamol 500mg
Caffeine 65mg

Presentation:

Feverol Extra®: Each film coated tablet
contains Paracetamol 500 mg and
Caffeine 65mg in pack of 30 tablets.
Excipients: Pregelatinized maize starch,
croscarmellose sodium, microcrystalline
cellulose, povidone, magnesium stearate,
opadry white.

Pharmaceutical form:

Film coated tablets for oral use.
Pharmacotherapeutic group:
Paracetamol is an analgesic and
antipyretic, and caffeine is an adjuvant to
the analgesic effect of Paracetamol,

ATC Code: NO2BE51.

Therapeutic Indications:

Feverol Extra® is used for treatment of
mild to moderate pain and relief of fever
including headache, migraine, muscle
ache, dysmenorrhoea, sore throat,
musculoskeletal pain, fever and pain after
vaccination, pain after dental procedures
/ tooth extraction, toothache and pain of
osteoarthritis.

Posology and method of administration:
Swallow Feverol Extra® 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.

e Do not take more than 8 tablets
(4000mg Paracetamol/ 520mg caffeine)
in 24 hours.

Feverol Extra® is not for use in children
under 12 years old.

Contra-indications:

Do not take Feverol Extra® tablets if you
are  allergic  (hypersensitive)  to
Paracetamol, caffeine or any of the other
excipients.

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

Check with your doctor if:

e 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)

o Loss of appetite

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. The restriction
related to the use of Feverol Extra® is
primarily a consequence of the
Paracetamol content of the drug for the

risk related to liver damage. (Paracetamol
is metabolised in the liver and excreted
by the kidney in urine).

Do not exceed the stated dose.

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

e This medicine contains caffeine. Avoid
excessive intake of caffeine containing
drinks (eg. tea, coffee and caffeine
containing canned drinks) when taking
this medicine. High caffeine intake can
result in difficulty sleeping, shaking and
an uncomfortable feeling in the chest
caused by fluttering heartbeat.

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

Use During pregnancy and lactation:
Feverol Extra® is not recommended for
use during pregnancy due to the possible
increased risk of spontaneous abortion
associated with caffeine consumption.
This product should not be used while
breast-feeding without medical advice.
Caffeine in the breast milk may potential-
ly have a stimulating effect on breast-fed
infants but significant toxicity has not
been observed.

Drug Interactions:

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

e 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:

Paracetamol: Stop using this product
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

* You experience a skin rash or 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.

- You experienced liver dysfunction
related symptoms or signs.

These reactions are rare.

Caffeine: When the recommended
dosing regimen is combined with dietary
caffeine intake, the resulting higher dose
of caffeine may increase the potential for
caffeine-related adverse effects such as
insomnia, nervousness, dizziness,
restlessness, anxiety, irritability,
headaches, gastrointestinal disturbances
and palpitations.

If any of the side effects gets serious or if
you notice any side effects not listed in
this leaflet stop taking Feverol Extra®
and tell your doctor.

Overdose:

Paracetamol:  Immediate  medical
management is required in the event of
overdose for the risk of liver failure, 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.

Caffeine: Overdose of caffeine may
result in epigastric pain, vomiting,
diuresis,  tachycardia or  cardiac
arrhythmia, CNS stimulation (insomnia,
restlessness,  excitement,  agitation,
jitteriness, tremors and convulsions).

It must be noted that for clinically
significant  symptoms  of  caffeine
overdose to occur with this product, the
amount ingested would be associated
with serious Paracetamol-related liver
toxicity. There is no specific antidote is
available, but supportive measures such
may be used.

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:

The combination of Paracetamol and
caffeine is a well-established analgesic
combination.

Pharmacokinetic Properties:
Paracetamol is rapidly and almost
completely absorbed from the gastro-in-
testinal tract. It is relatively uniformly
distributed throughout most body fluids
and exhibits variable protein binding.
Excretion is almost exclusively renal, in
the form of conjugated metabolites.
Caffeine is absorbed readily after oral
administration.

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.

COUNCIL OF ARAB HEALTH MINISTERS
UNION OF ARAB PHARMACISTS

TIPS

Al-Tagaddom Pharmaceutical
Industries, Amman-Jordan.

i

Dimensions: 15 x 24 cm
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Dimensions: 15 x 24 cm

Pantone 7621C



