COMPOSITION:-

Each suppository contains:

Diclofenac sodium 50 mg.

MODE OF ACTION:-

Dolphin suppositories (Diclofenac sodium) have pharmacological actions similar to those of other NSAIDs. The drug exhibits
anti-rheumatic, anti-inflammatory, analgesic, and antipyretic activity.

INDICATIONS:-

Dolphin suppositories (Diclofenac sodium) is an anti-inflammatory. anti-rheumatic, antipyretic and analgesic in different
kinds of pains including:

1- Adjuvant treatment in case of painful inflammatory infections of the ear e.g. Otitis media and the throat e.g. pharyngitis
and tonsillitis together with the other prescribed drugs

2- Juvenile rheumatoid arthritis.

3- After teeth extraction and after tonsillectomy.

4- Painful post-operative inflammation and swelling.

5- Painful syndrome of the back bone.

6- Dolphin is used for its anti-inflammatory and analgesic effects in the symptomatic treatment of acute and chronic rheumatoid
arthritis, osteoarthritis, and ankylosing spondylitis.

Drug-drug Interactions: aspirin: Concomitant administration of diclofenac and aspirin is not recommended.

Anticoagulants: Concomitant administration of , (as all NSAIDs) and warfarin requires close monitoring of patients to be
certain that no in their is required no change in their anticoagulant dosage.

Patients who begin taking diclofenac or who increase their diclofenac dose or any other NSAID while taking ,digoxin,methotrexate
or cyclosporine may should be observed closely, particularly if renal function is impaired.

Lithium: diclofenac decreases lithium renal clearance and increases lithium plasma levels.

Diuretics: Diclofenac and other NSAIDs can inhibit the activity of diuretics.

Contraindications:-

The drug is contraindicated in patients with known hypersensitivity to diclofenac and diclofenac-containing products. Diclofenac
should not be given to patients who have experienced asthma, urticaria, or other allergic-type reactions after taking aspirin or
other NSAIDs and also in active gastric ulcer and renal impairment.

Adverse reactions:

By far the most common adverse effects were gastro-intestinal symptoms, most of them are miror, occurring in about 20%,
and leading to discontinuation in about 3%, of patients. Peptic ulcer or G.I. bleeding occurred in clinical trials in 0.6% of

patients during their first 3 months of diclofenac treatment and in 1.6% of patients followed for 1 year.

GIT symptoms were followed in by central nervous system side effects such as headache (7%) and dizziness (3%).
Elevations of ALT (SGPT) or AST (SGOT) occurred at an overall rate of approximately 2% during the first 2 months of
treatment.

PRECAUTIONS:-

Diclofenac sodium should be used with caution and under close supervision in patients with a history of GI disease.
Cardiovascular Risk :

NSAIDS may caus an increased risk of serious cardivascular thrombotic events, myocardial infarction, and stroke, which can be fatal,
This risk may increase with duration of use. Patients with cardiovascular disease or risk factors for cardiovascular disease may be at
greater risk - NSAIDS is contraindicated for the treatment of peri-operative pain in the setting of coronary .artery bypass graft
(CABG) surgery.

Gastrointrstinal Risk :

NSAIDS may caus 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 can at any time during use and with out warmning
symptoms. Elderly patients are at greater risk for serious gastrointestinal events.

® Not used for children less than 6 years.

DOSE:-

The dose is calculated according to the body weight.

The dose range is between 0.5 — 2 mg / kg body weight daily according to the severity of the case. And in case of Juvenile

rheumatoid arthritis the dose can be increased to 3 mg / kg body weight daily on 2 -3 divided doses.

PACKAGE:-

Box containing five suppositories.

STORAGE:-

Store at temperature not exceeding 30°C

To be used under medical supervision
Keep out of reach of children

Produced by

DELTA PHARMA s.AE

Tenth of Ramadan City , A.R.E.
DELTA PHARMA
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