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FASTUM® GEL
INN: Ketoprofen

COMPOSITION
Each 100 gm contains Ketoprofen 2.50 gm
Inactive Ingredients:

* Lavender oil » Methyl paraben
* Orange oil » Ethyl alcohol
* Carbomer * Purified water

* Triethanolamine

PRODUCT DESCRIPTION
Mucilaginous, colorless, transparent gel with aromatic odor

PHARMACODYNAMICS AND PHARMACOKINETICS

Pharmacodynamic properties

Ketoprofen is a non-steroidal anti-inflammatory of the propionics group, derivative of aryl-
carboxylic acid. It has anti-inflammatory and analgesic properties.

Pharmacokinetic properties

Applied locally in the form of a gel, ketoprofen is absorbed very gradually and is not
accumulated in the body. The systemic passage of the gel compared to that of the oral
formulations of ketoprofen is around 5 per cent, which enables a local effect to be obtained
without systemic incidence.

INDICATION

Painful, phlogistic or traumatic affections of the joints, tendons, ligaments and muscles.
(arthritis, periarthritis, arthrosynovitis, tendinitis, tenosynovitis, bursitis, contusions, sprains,
luxations, lesions of the knees’s meniscus, torticollis, lumbago)

Phlebetis, periphlebitis, lymphangitis, superficial lymphadenitis, Erythemas and cutaneous
phlogistic processes.

APPLICATION
Apply the gel on the skin once or twice daily, gently rubbing to help absorption.

CONTRAINDICATION
— Known hypersensitivity reactions, such as asthma symptoms, allergic rhinitis to
ketoprofen, fenofibrate, tiaprofenic acid, acetylsalicylic acid, or to other NSAIDs.
— History of hypersensitivity to any of the excipients listed under inactive ingredients.
— History of any photosensitivity reactions.
— History of skin allergy to ketoprofen, tiaprofenic acid, fenofibrate, UV blocker or
perfumes.



Sun exposure, even in case of hazy sun, including UV light from solarium, during the
treatment and 2 weeks after its discontinuation.

On pathological skin changes such as eczema or acne; in infectious skin or open
wounds.

Third trimester of pregnancy.

Not to be applied neither to mucous membranes, anal or genital areas, nor on the eyes.
Not to be used with occlusive dressings.

WARNINGS AND PRECAUTIONS

Hands should be washed thoroughly after each application of the product.

It is recommended to protect treated areas by wearing clothing during all the application
of the product and two weeks following its discontinuation to avoid the risk of
photosensitization.

Topical application of large amounts may result in systemic effects including
hypersensitivity and asthma (renal disease has also been reported).

The recommended treatment length should not be exceeded due to the risk of
developing contact dermatitis and photosensitivity reactions which increases over time.
Serious skin reactions, such as Stevens-Johnson Syndrome (SJS), have been reported
in association with the use of NSAIDs, including ketoprofen gel. Patients should be
informed about the signs and symptoms of serious skin manifestations. Treatment
should be discontinued at the first appearance of skin rash, mucosal lesions, or any
other sign of hypersensitivity.

Masking of symptoms of underlying infections

Ketoprofen can mask symptoms of infection, which may lead to delayed initiation of
appropriate treatment and thereby worsening the outcome of the infection. This has
been observed in bacterial community acquired pneumonia and bacterial complications
to varicella.

Patients with asthma combined with chronic rhinitis, chronic sinusitis, and/or nasal
polyposis have a higher risk of allergy to aspirin and/or NSAIDs than the rest of the
population.

The safety and efficacy of ketoprofen gel in children have not been established.
Although systemic effects are minimal, the gel should be used with caution in patients
with reduced heart, liver or renal function: isolated cases of systemic adverse reactions
affecting renal function have been reported.

Should a skin rash occur after gel application, treatment must be stopped.

Areas of skin treated with Ketoprofen 2.5 % Gel should not be exposed to direct
sunlight, or solarium ultraviolet light, either during treatment or for two weeks
following treatment discontinuation, in order to avoid phototoxicity reactions and
photoallergy.

Keep the gel away from naked flames. Do not incinerate.

Treatment should be discontinued immediately upon development of any skin reactions
including cutaneous reactions after co-application of octocrylene containing products.



— When ketoprofen is administered for fever or pain relief in relation to infection,
monitoring of infection is advised. In non-hospital settings, the patient should consult
a doctor if symptoms persist or worsen.

Warning according to Ministry of Public Health announcement

1.

This medication can cause the adverse skin reactions, if abnormalities are found, the
medication should be discontinued immediately and consult your doctor.

. Contraindicated in patients allergic to this drug, patients with asthma, urticaria, or acute

allergic rhinitis to aspirin or NSAIDs.

. Avoid taking this medication during the last trimester of pregnancy unless prescribed by a

doctor.
Avoid taking this medication in patients with an active gastrointestinal bleeding or ulcers.
This medication increases the risk of developing such conditions.

. Avoid taking this medication in patients with liver or kidney disease or abnormalities in

liver or kidney function.

. Long term use of this medication may cause adverse events similar to an oral preparation

such as risk of platelet abnormalities or disorders of cardiovascular system.

. Elderly should be prescribed with caution.

INTERACTIONS WITH OTHER MEDICAMENTS
Interactions are unlikely as serum concentrations following topical administration are low.

PREGNANCY AND LACTATION

In absence of clinical experience with the cutaneous form and by reference with the
systemic forms:

Pregnancy

During the first and second trimester:

The safety of ketoprofen in pregnant women has not been evaluated, the use of ketoprofen
during the first and second trimester of pregnancy should be avoided.

During the third trimester:

During the third trimester of pregnancy, all prostaglandin synthetase inhibitors including
ketoprofen may induce cardiopulmonary and renal toxicity in the fetus.

At the end of the pregnancy, prolonged bleeding time in both the mother and child may
occur. Therefore, ketoprofen is contraindicated during the last trimester of pregnancy.
Lactation

No data is available on excretion of ketoprofen in human milk. Ketoprofen is not
recommended in nursing women.

UNDESIRABLE EFFECTS

The following CIOMS frequency rating is used: Very common (>1/10); common (>1/100
to <1/10); uncommon (=1/1000 to <1/100), rare (=1/10 000 to <1/1000); very rare (<1/10
000), not known (cannot be estimated from the available data).

Infections and infestations:

- Not known: Secondary impetigo



Blood and lymphatic system disorders:

- Not known: Eosinophilia

Immune System disorders:

- Not known: Anaphylactic shock, angioedema, hypersensitivity reactions.

Eye disorders:

- Not known: Eyelid oedema.

Vascular disorders:

- Not known: Vasculitis.

Gastrointestinal disorders:

- Not known: Peptic ulcer, gastrointestinal bleeding, diarrhoea.

Skin and subcutaneous tissue disorders:

- Uncommon: Localised skin reactions such as erythema, eczema, pruritis, and burning
sensations, application site burn.

- Rare: Photosensitisation and urticaria, bullous/contact/exfoliative/vesicular dermatitis,
phlyctenular eczema, blister, photosensitivity reaction, allergic reaction, skin exfoliation,
skin oedema.

- Not known: Stevens-Johnson syndrome.

Renal and urinary disorders:

- Very rare: New cases or worsening of existing renal insufficiency.

General disorders and administration site conditions:

- Not known: Pyrexia

Injury, poisoning and procedural complications:

- Not known: Wound complication

OVERDOSE AND TREATMENT

Overdose is unlikely to be caused by cutaneous administration.

If accidentally ingested, the gel may cause systemic adverse effects depending on the
amount ingested. However, if they occur, treatment should be symptomatic and supportive
in accordance with overdosage of oral anti-inflammatories.

STORAGE CONDITION
Do not store above 25°C in dry place.

DOSAGE FORMS AND PACKAGING AVAILABLE
SUPPLY
30 and 50 gm of Aluminium Tube.
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