PROFEN®
IBUPROFEN PREPARATIONS

COMPOSITION:
1. Prolen™ 200mg tablets: Each film coated tablet contains lbuprcfen BP 200mg.

2. Profen® 200mg tablets: Each sugar coated tablet contains Ibuproten BP 200myg.

4. Profen™ 400mg tablets: Each film coated tablet contains lbuproten BP 400mg.

4. Profen” 400myg tablets: Each sugar coated tablet contains Ibup rofen BP 400myg.

5. Profen® Suspension: Each Sml contains Ibuprofen BR 100mg.

INDICATIONS:

Profen”is indicated for the relief of fever and pain

Itis also used in the management of mild to moderate pain in conditions such as dysmenorrhoea, migraing and postoperative pain. Profenis also used in the
management of pain and inflammation in such conditions as anky osing spandylitis, ostecarthritis, rhasmatold arthritis and in other musculoskeletal and joant
disorders such as sprains and sirains.

DOSAGE AND ADMINISTRATION:

Profen™is taken orally praterably after meals or with milk

ADULTS:
1. Analgesic dosape for adufts usually is 1.2 to 1.8g daity in 3-4 divided dases. If necessary this may be increasedto 2.49. A lower maintanance dose of 0.6g-

1.2g0may be adequate in some patients.
2. For rheumatoid arthritis and ostecarthritis a dosape of 300 or 200mg every 3 or 4 howrs and which may be adjusted according to the patients need will be

nicassary, the maximum total daity dosage baing 3.2g.

CHILDREN:
1. Analgesic dosaga is 20mg per kg body waight daiy in divided doses, the madmum dose being S00mg for chidren under 30Kg body weight.

2. FarJuvenils Rheurnatosd Arthrtis upto 40mg per Kg of body weight daity in divided doses may be given.
SIDE EFFECTS:

Side effects ocourring with an incidence greater than 1% may be gouped as follows:- )
1. Gastroinlestinal: epigastric pain, heartburn, diarrhoea, abdominal distrass, nauseaand vomiting, indigesfion, constipation and abdominal cramps or pain.

2. CMNS:wvertigo, headacha, andraxia and nervousness.

3. Hypersensilivity: rash, pruritus and oedema.

4. Special senses: hearing dsturbances such as linnilus.

5. Cardiovascular: fluid retention.

Side effects occurring with an incidence less than 1% may be grouped as Tollows:-
1. Bastrointestinal: Gastric or dusdenal ulcers with bleeding and or perforafion.
2. CNS: dapression, insominia and drowsiness.

3. Hypersensitivity: Vesiculobullous eruptions, urficaria, erythema multiforme, fever hepatotoxicity, cyslitis, haematuria, bronchospasms in some
asthmatics and aseptic meningitis mostiy in those with connective tissue disorders such as systamic lupus erythrematosus.

4. Special senses: blurred vision, scotomata and other changes in visual colour perception and toxic amblyopia.

5. Blood disorders: anaemia, thrombocytopenia, eosinophilia and agranulocytosis.

6. Cardievascular: Caongestive heart failure in patients with marginal cardiac function and slevated blood pressure particulady in the elderdy, reversible acite
renal Taiure particularty in patients with pre-existing renal impairment.

PRECAUTIONS, CAUTIONS AND CONTRAINDICATIONS:

Profen” should be given under close supervision to patients with gastric ulceration or with histary of upper gastrointestinal raét disease. Caution should also be

exercigad when it ks administerad to the elderdy, those on anticoagulant therapy and in cases of renal, cardiac or hepatic impainment.

Profen®is not recommended during pregnancy and in nursing mathers. Its use is contraindicated in persans known to be hypersensitive ta it and in persons

with the syndrome of nasal poly ps. angioederna and bronchospastic reactivity to aspirin or othar NSAIDS.

In case of visual disturbance, treatment with Profen should be discontinued and an ophthaimological examination undertaken,

PHARMACOLOGY:

Ibuproden is a non-stercidal anti-inflammatory drug (NSAID) that has analpesic as well as anipyretic activities. It exarts its action through the inhibition of

cyclo-oeyoenase enzyme. 200mg of lbuprofen has the analgesic activity comparable to 650mp of aspirn. The benaficial effects of Ibaprofen can be

damansirated by its ability to reduce joint swelling, pain and duration of morning stitness. It also improves functional capacity as is indicated by an increase in

Qrip strangth, delay intime to onset of fatigue and decrease in time 1o walk a given distance.

PHARMACOKINETICS:

Ibuprofen is rapidly absorbed from the gastrointestinal ract, the peak plasma concentration being attained in 1 1o 2 howrs after ingsstion. The aisorbed drugis

exlensividy boundto plasma proteins and has a half lite of 1.8 to 2.0 F ours.

It is rapidly metaboksed and also rapidly excreted mostly through uine. Only about 1% is excreted unchanged whie sbaut 14% is excreted asthe conjugated

[;h;px: imuring. The remaining drug is excreted mostly 25 various metzbalites and their conjugates the excretion being virtually complete 24 hours after the

LEGAL CATEGDRY: Prescription Only Medicine (POM).

THERAPEUTIC CATEGORY: ATC: MO1A (Non-stercidal antinflammatory & antirhaumatic) and NOZB (analpesic —antipyretic)

STORAGE COMDITIONS: Profen”should be kept in a dry place beiow 30°C and protectad from light. Keep out of reach of childran.

SHELFLIFE: Az perthe product label,

PRESENTATION: )

Profen”-200 tablels: Avaitable in Bister Packs of 1 00's and buk packs of10DO's.

Profen”-400 tablets: Available in Blister Packs of 100 and bulk packs of S00s.

Prolen*Suspension: Available in 60 and 100mi amber coloured bottles.
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LICENCE HOLDER: LABORATORY & ALLIED LTD.

Manufactured by :

Laboratory & Allied Lid.
Plot No. 209/10349, Mombasa Road,
P.0. Box 42875, Nairobi, Kenya LTPOGE-02



