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Rapifen

Soft Gelatin Capsules

150225143015

Composition:
Ibuprofen
Excipient;
shell:

Colour: Transparentgreen
Gelatin 150 Bloom,

200mg
400,

! ide, Water apsule

Glycerol, Sorbitol, Sunset Yellow

iquid
Therapeutic indications: For the relief of mld to moderate pain including theumatic and muscular pain,
backache, headache, dental pain, migraine, neuralgia, dysmenorrhoea,feverishness and for the refief of
symptoms of cold and influenza. Also, for the symptomatic relief of the pain of non-serious arthritic
conditions.

Adults, the elderly and children over 12 years o! age: The minimum effective dose should be used for the
shortest time necessary to relieve symptoms. The patient should consult a doctor if symptoms persist or
worsen, o if the product s required for more than 10 days. 1 or 2 capsules every 4 to 6 hours as required.
The capsules should be taken with water. Leave at least four hours between doses and do not exceed 6
capsules (1200mg) in 24 hours. Notto be used for children under 12 years of age.
Contraindications: Hypersensitivity to ibuprofen or any of the constituents in this product. Ibuprofen is
contraindicated in patients who have previously shown hypersensitivity reactions (e.g. asthma, rhintis,
angiodema or urticaria) in response to aspirin or other non-steroidal anti-inflammatory drugs. Active or
previous peptic ulcer (two or more distinct episodes of proven ulceration or bleeding). History of upper
gastrointestinal bleeding or perforation, related to previous NSAID therapy. Patients with severe hepatic
failure, renal failure or heart failure (See section Special wamnings and precautions for use). Use in last
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NSAIDs cause an increased risk of serious gastrointestinal adverse events including inflammation, bleeding, ulceration,
and perforation of the stomach or intestines, which can be fatal. These events can occur at any time during use and
ferly patients are at greater sk for seri

Caution
« Systemic lupus Il as those with mixed clive 1 d due o
v e ot

« Gastrointestinal disorders and chronic inflammatory intestinal disease as these conditions may be
i ¢ Undesirabl

+ Caution is required prior to starting treatment in patients with a history of hypertension and/or heart
failure. Oedema, hypertension and/or cardiac impairment as renal function may deteriorate and/or fluid
retention occur (see Undesirable effects).

« Renal impairment as renal function may deteriorate (see Section Contraindications and Undesirable
effects)

* Hepatic dysfunction (see Contraindications and Undesirable effects) Undesirable effects may be
minimised by sing the minimum effective dose for the shortest possible duration necessary to control
symptoms. (See Gl and cardiovascular risks below). The elderly are at increased risk of the serious

such as warfarin (see Special wamings and precautions for use) Anti-platelet agents and selective
serotonin reuptake inhibitors (SSRIs): increased risk of gastrointestinal bleeding (see Special wamings
and precautions for use) Cardiac glycosides: NSAIDs may exacerbate cardiac failure, reduce GFR and
increase plasma glycoside levels. Lithium: There is evidence fo potential ncrease in plasma levels of

lithium. increased

Cyclosporin: it NS/ be used for 8-12 days after
mifepristone administration as NSAIDs can reduce the effect of mifepristone. Tacrolimus: Poss\b\e
increased hen NSAIDs are: idovudine: Th

an increased risk of haemarthroses and haematoma in HIV positive haemophiliacs receiving concurrent
treatment with zidovudine and ibuprofen. Quinolone antibiotics: Animal data indicate that NSAIDs can
inorease th sk of convulsion associaed with quindone antbioics Petlens taking NSAIDS and

Pvegnancy and Iactatlon Pregnancy Whilst no teratogenic effect has been demonstrated in animal
p pregnancy.

During the thud mmesten ibuprofen is contraindicated as there is a risk of premature closure of the foetal

ductus arteriosus with possible persistent pulmonary hypertension. The onset of labour may be delayed

and duration of labour increased with an increased bleeding tendency in both mother and child (see

Contraindications).

Lactation: In limited studies, ibuprofen appears in the breast milk in very low concentrations, and is

unlikely to affect the breast fed infant adversely. See Special wamnings and precautions for use regarding

female fertiity.

Effects on ability to drive and use machines

therapy.

N

th dyspnoea,
¢) Various skm reactions, e.g. pruritus, urticaria, angioedema and more rarely, exfoliative and bullous
dermatoses (including epidermal necrolysis and erythema multiforme). The list of the following adverse
effects relates to those experienced with ibuprofen at OTC doses, from short-term use. In chronic
conditions, under long-term treatment, additional adverse effects may occur. The most commonly-

ﬁoad ‘and lymphatic disorders Very rare: disord
leucopenia,

Fvst $rgrvs are: fever, sore throat, superfiial mouth ulcers, fu-like symptoms, severe exhaustion, nose
and skin bleeding.
Immune system disorders Uncommon: Hypersensitivity reactions with urticaria and pruritus.
Very rare: In patients with existing auto-immune disorders (such as systemic lupus erythematosus, mixed
connective tissue disease) during lreatment with ibuprofen, single cases of symptoms of aseptic
meningits, such s stiff neck, headache, nausea, vomiting, fever or disorientation have been observed.
Severe hypersensitivity reactions. Symptoms could be: facial, tongue and laryn swelling, dyspnoea,
tachycardia, hypotension, (anaphylaxis, angioedema or severe shock).
Exacerbation of asthma and bronchospasm.

iatric di Very rare.
Uncommon: Headache
Very rare: Aseptic meningitis
Very rare: Visual disturbance
Very rare: Tinnitus and verti
Very rare: Cardiac failure, angina pectoris
Very rare: Hypertension

(anaemia,

Nervous System

Eye disorders
Ear and labyrinth disorders
Cardiac disorders.
Vascular disorders
Respiratory, thoracic and
mediastinal disorders Very rare: Asthma, bronchospasm, dyspnoea and wheezing
Gastrointestinal disorders  Uncommon: Abdominal pain, dyspepsia and nausea.

Rare: Diarthoea, flatulence, constipation and vomiting

Very rare: Peptic ulcer, perforation or gastrointestinal

in from or with
a previous history of bronchial asthma or allergic disease. Use wih concomitant NSAIDs inclucing
cyclooxygenase-2 selective inhibitors should be avoided (see Inferaction with other medicinal products
andotherforms of nteraction),

effects: Clinical that use of
ibuprofen, particularly at high doses (2400 mg daily) and in long-term treatment may be associated witha
small increased risk of arterial thrombotic events (for example myocardial infarction or stroke). Overall,
epidemiological studies do not suggest that low dose ibuprofen (e.g.1200 mg daily) i iated with an
increased risk of myocardial infarction. There is some evidence that drugs which inhibit cyclo-
oxygenaselprostaglandin synthesis, may cause impairment of female fertilty by an effect on ovulation.
This is reversible upon withdrawal of treatment. Gl bleeding, ulceration and perforation, which can be
fatal, has been reported with all NSAIDs at any time during treatment, with or without warning symptoms
or a previous history of serious Gl events (including ulcerative colitis, Crohn's disease). The risk of Gl
bleeding, ulceration or peﬂoranon \s hlgher with increasing NSAID doses, in patients with a history of
ulcer, particularly if i or perforation (see C: and in the
elderly. These patients should commence treatment on the lowest dose available. Patients with a history
of Gl toxicity, particularly the elderly, should report any unusual abdominal symptoms (especially GI
bleeding) particularly in the initial stages of treatment. Caution should be advised in patients receiving
cancomitant medications which could increase the sk of gastrloxicity or bleeding, such as
anti-platelet
agents such as aspirin (see Interaction with other medrcmal products and other forms of mleractron)
Where Gl bleeding or

melaena, sometimes fatal, partcularly in the elderly (see Special
warnings and precautions for use). Exacerbation of ulcerative colitis and Crohn's disease (see Special
warnings and precautions for use). Mouth ulceration

iliary disorders Very rare: Liver disorders, especially in long-term treatment, hepaitis

and jaundice
$Skin and subcutaneous tissue Uncommon: Various skin rashes
Very rare: Severe forms of skin reactions such as bullous reactions,

including Stevens- Johnson Syndrome, erythema multforme and epidermal necrolysis can occur.
Renal and urinary disorders  Very rare: Acute renal failure, papillary necrosis, especially in long-term
use, associated with increased serum urea and oedema.
General disorders and Very rare: Oedema, peripheral oedema
administration site conditions

Very rare: Decreased hematocrit and hemoglobin levels

Clinical trial and epidemiological data suggest that use of ibuprofen (particularly at high doses 2400mg

daiy) and inlong term tatrent may be associated with a smallincreased ris o atria tombotc

events (for use).

Overdose In children ingestion of more than 400mglkg may cause symptoms. In adults the dose
i cut. The half-fife i is1.5-3 hours.

Symptoms Most amounts of NSAID:
than nausea, vomiting, epigastric pain, or more rarely diarrhoea. Tinnitus, headache and gastrointestinal
bleeding are also possible. In more serious poisoning, toxicity is seen in the central nervous system,

, headache, respi , dyspnoea, drowsiness, occasionally excitation
and disorentation or coma Occasnonauy pationts develop convulsions. In serous. poisoning,

immediately. Dermatological: Serious skin reactions, some of them fatal, including exfoliative dermatitis,
Stevens-Johnson syndrome, and toxic epidermal necrolysis, have been reported very rarely in
association with the use of NSAIDSs (see Undesirable effects). Patients appear to be at highest risk for
these reactions early in the course of therapy: the onset of the reaction occurring in the majority of cases
within the first month of treatment. Ibuprofen should be discontinued at the first appearance of skin rash,
mucosal lesions, or any other sign of hypersensitivity. Patients with rare hereditary problems of fructose
intolerance should not take this medicine. This medicine contains 40mg of potassium per dose. To be
taken into consideration by patients with reduced kidney function or patients on a controlled potassium
diet.

The label will include: Do not take if you

* have (or have had two or more episodes of) astomach ulcr, perforation or bleeding.

any other the product, aspirinoroher related pan kilers

king other NSAID pain kilers, or aspirin with a daily 75mg.
Speak toa pharmacist or your doctor before taking if you: -+ have or have had asthma, diabetes, high
cholesterol, astroke, heart,liver, kidney or

« are asmoker.
Hsymploms prsistorwersen,consul your doctor

«are pregnant,

Iﬂﬂllll

forms of interaction
Aspirin: Unless low-dose aspirin (not above 75mg
daily) has been advised by a doctor, as this may increase the risk of adverse reactions (see Special

wammgs and use). that ibuprofen may inhibit the effect of low
However, these
dataand ion of dats i i tno firm

and metabolic acidosis may occur and the prothrombin time/INR may be
prolonged, probably due to interfe th the actions of circulating clotting factors. Acute renal ailure
andliver

should be and supportive and include the maintenance of a
clearaiway and
charcoal if the patient presents within 1 hour of ingestion of a potentially toxic amount. I frequent or
prolonged, lorazepam.

forasthma.

Pharmacodynamic properties

Pharmacotherapeutic group: Propionic acid derivatives Ibuprofen s a phenylpropionic acid derivative
NSAID that has demonstrated its efficacy by inhibition of prostaglandin synthesis. In humans, ibuprofen
reduces inflammatory pain, swellings and fever. Furthermore, ibuprofen reversibly inhibits platelet

aggregation.
Experimentldetasugges! thatibuprofen may inhibit he efectofow dose aspirn onpatletaggregaton
when Inone study,

8 hbefore or within 30 min after 81 effect of aspirin on
the formation of platelet However, th these dataand

the uncertainties regarding extrapolation of ex-vivo data to the clinical situation imply that no firm
conclusions can be made for regular ibuprofen use, and no clinically relevant effect is considered to be
likely for occasional ibuprofen use.

Pharmacokinetic properties Ibuprofen is rapidly absorbed following administration and is rapidly
distributed throughout the whole body. The excretion is rapid and complete via the kidneys. Compared to
standard tablet formulations, ibuprofen administered in liquid-filled capsules reaches maximum plasma

conclusions can be made for regular ibuprofen use, and no clinically relevant effect is considered to be
likly for occasional ibuprofen use (see Pharmacodynamic properties). Other NSAIDs including
cyclooxygenase-2 selective infibitors, as these may increase the risk of adverse effects (see Special

significantly faster. Peak plasma concentrations were achieved in around 35 minutes for
toaround The halflfe of 2
hours.

How Supplied: Box of 10 soft gelatin capsules each contains solubilized ibuprofen equal to 200mg

A

Medical Union Pharmaceuticals

wamings and precautions foruse) ibuprofen.
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Abu-Sultan, Ismailia, Egypt.
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