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Presentation
Profenid - £ 50 tablet : Yeliow varnished, circular, enteric coated tablets.
Both faces are plain. Each tablet contains Ketoprofen BP 50mg.

Profenid - E 100 tablet : Yellow varnished, circular, enteric coated tablets.

Both faces are plain. Each tablet contains Ketoprofen BP 100mg.

Profenid - CR 100 capsule : Hard gelatin capsules, body being transparent pink
and cap violet in color. The body is printed with"Profenid-CR®"in white color and

cap is also printed with sanofi-aventis logo in white color. Each capsule contain
off-white to creamy spherical pellets.

Profenid - CR 200 capsule : Hard gelatin capsules, body being transparent pink
and cap opaque white in color. The body is printed with *Profenid-CR 200"!in
black color and cap is also printed with sanofi-aventis logo in black color. Each
capsule contain off-white to creamy spherical pellets.

Profenid  injection : Amber coloured ampoule containing Ketoprofen BP 100 mg
in 2mi clear colourless solution.

Profenid  gel : Transparent, homogeneous colourless gel, containing Ketoprofen
BP 2.5 g per 100g.

Uses

Tablet and capsule : Profenid a potent non-steroidal anti-inflammatory analgesic
agent and a strong inhibitor of prostaglandin synthetase.

Profenid is recommended in the management of rheumatoid arthritis,
osteoarthritis, ankylosing spondylitis. acute articular and periarticular disorders
(bursitis, capsulitis, synovitis, tendonitis), cervicai spondviities, low back pain
(strain, lumbago, sciatica, fibrositis), painful musculo-skeletai cenditions and
dysmenorrhoea. Profenid reduces joint pain and inflammation, and fadilitates
increase in mobility and functional independence. As with other nonsteroidal
anti-inflammatory agents, it does not cure the underlying disease.

Profenid-E is also indicated for the relief of mild to moderate acute pain
associated with musculotendinous trauma (sprains and strains), post operative
(including dental surgery) or postpartum pain.

Infection : Profenid injection is recommended in :

-symptomatic treatment of acute episodes of inflammatory rheumatism in
particular rheumatoid arthritis ankylosing spondylitis

-symptomatic treatment of acute arthrosis (coxitis, gonitis)

-Treatment of :

-abarticular rheumatism (acute painful shoulder, tendinitis)

-microcrystalline arthritis .

-acute lumbago severe radiculalgia

-post operative pain

-neoplastic pain

Dosage and Administration

Tablet: Profenid-E enteric-coated tablets should preferably be taken one to two
hours before meals or at least two hours after meals. The tablets should be
swallowed and not to be broken, crushed or chewed.

Oral dose is 50-100 mg twice daily, depending on patient weight and on severity
of symptoms; medication should be taken early in the morning and late at night.
Best results are obtained by titrating dosage to suite each patient; start with a
low dosage in mild chronic disease and a high dosage in acute or severe disease.
Some patients derive greater benefit with a higher dosage at night time than at
early morning. Where patients require a maximum oral dose initially, an attempt
should be made to reduce this dosage for maintenance, since lower dosage
might be better tolerated for purpose of long term treatment.

Elderly: As with other medications, it is generally advisable to begin ketoprofen
therapy at the lower end of the dosage range and to maintain such patients on
the lowest effective dosage.

Paediatric Dosage: Is not established.

Capsule : Profenid-CR is administered orally, usually with food.

Adults: 100-200mg once daily, depending on patient weight and on severity of
symptoms.

Elderly: There is no evidence of excess of adverse reactions in the elderly.
However, as with other medications, it is generally advisable to begin Ketoprofen
therapy at the lower end of the dose range and to maintain such patients on the
lowest effective dosage. Paediatric dosage not established.

Injection: Profenid injection is administered intramascularly.

Adults: 50-100mg every four hours repeated upto a maximum of 200mg in
twenty-four hours. Following a satisfactory response oral therapy should be
instituted. It is recommended that the injection should not normaily be
continued for longer than three days. .
Elderly: As with other medications it is generally advisable in the elderly to begin
Ketoprofen therapy at the lower end of the dose range and to maintain such
patients on the lowest effective dose.

Pharmacological properties and kinetics

Ketoprofen is a pharmacopoeial non-steroidal anti-inflammatory drug (NSAID). It
is a strong inhibitor of prostaglandin synthetase and potent analgesic agent.
Studies in vitro and in vivo show that ketoprofen possesses powerful anti-
inflammatory, antipyretic, anti-bradykinin and lysosomal membrane stabilizing
properties.

Ketoprofen is almost completely absorbed from the gastrointestinal tract. Peak
plasma levels are attained within 2 to 4 hours after the oral administration of
Profenid-E tablets. The drug is 99% bound to plasma proteins mainly to the
albumin fraction. Metabolites as well as the unchanged drug are excreted mainly
in the urine. The elimination half-life is 2-3 hours. There is no accumulation on
continued daily dosing.

Ketoprofen is slowly but completely absorbed from Profenid-CR capsules.
Maximum plasma concentration occurs after 6-8 hours. It declines thereafter
with a half-life of about 8 hours. There is no accumulation on continued daily
dosing. Ketoprofen is very highly bound to plasma protein,

Peak concentration of approximately 10mg/L are reached at about 0.5 to 0.75
hours after 100mg dose of injection. Elimination half-life is approximately 1.88
hour. Plasma protein binding rate is 99%.
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