DYFAZINE CREAM 1% MAL19950334AZ

DESCRIPTION:

CREAM

Colour : White

Fragrance : Natural

CONTENT:

Silver Sulphadiazing......oovvviiiiiiiiiiiiiiiiiiiiiie e eciieeeees 1% w/w
Preservative: Chlorocresol .......vvvvvvviiiiiiiiivieeneenennnnnnns 0.1% w/w
PHARMACODYNAMICS:

Silver Sulphadiazine has broad antimicrobial activity against Gram-positive and Gram-negative bacteria including Pseudomonas
aeruginosa, yeasts, and fungi. It has also been reported to be active in vitro against herpes virus and Treponema pallidum. Silver
Sulphadiazine has a bactericidal action: in contrast to Sulphadiazine, the Silver salt acts primarily on the cell membrane and cell
wall and its action is not antagonised by p-aminobenzoic acid. Resistance to Silver Sulphadiazine has been reported.

PHARMACOKINETICS:

Silver Sulphadiazine is slowly metabolised in contact with wound exudates. Up to about 10% of the Sulphadiazine may be
absorbed; concentrations in blood of 10 to 20 mcg/mL have been reported although higher concentrations may be achieved
when extensive areas of the body are treated. Probably not more than 1% of the Silver content is absorbed.

INDICATIONS:
Second and third degree burns: Treatment and prophylaxis of wound infection and prophylaxis of sepsis in patients with second
and third degree burns.

APPLICATION:

The burn wounds should be cleaned and the cream applied over all the affected areas to a depth of 3-5 mm. This application is
best achieved with a sterile gloved hand and/or sterile spatula. Where necessary, the cream should be reapplied to any area
from which it has been removed by patient’s activity.

CONTRAINDICATIONS:

Premature and newborn infants (less than 2 months old) because of the possibility of kernicterus.

It is also not recommended in pregnancy.

It should be applied only in cases where the burnt area covers more than 20% of the total body surface or if the benefit of
Dyfazine for the burnt patient is greater than the possible risk to the foetus.

Pediatric use: Safety and effectiveness in children have not been established.

WARNING AND PRECAUTIONS:

Great caution is required in cases of hypersensitivity to sulfonamides, as also in patients with inborn deficiency of Glucose-6-
Phosphate Dehydrogenase since haemolysis may occur after an application of the cream to large areas of the body. Silver
Sulphadiazine cream should be used with caution in the presence of hepatic or renal impairment.

DRUG INTERACTIONS:
Topical proteolytic enzymes: Silver may inactivate such enzymes if these agents are used in conjunction with Silver
Sulphadiazine.

PREGNANCY AND LACTATION:

Pregnancy: It is not recommended in pregnancy.

Lactation: It is not known whether Silver Sulphadiazine cream is excreted in breast milk. Exercise caution when administering to
a nursing mother.

SIDE EFFECTS/ADVERSE REACTIONS:

Patients should be observed for sensitivity reactions, especially if there is a history of sulphonamide sensitivity. Local reactions
have been reported in patients treated with Silver Sulphadiazine; the separation of the eschar may be delayed and fungal
invasion of the wound may occur. Transient leucopenia has occurred although its association with application of Silver
Sulphadiazine has not been consistently confirmed. Absorption of Silver Sulphadiazine cream varies depending upon the
percentage of body surface area and the extent of the tissue damage. Although few have been reported, it is possible that any
adverse reaction associated with sulfonamides may occur. Some of the reactions which have been associated with sulfonamides
are as follow: blood dyscrasias, including agranulocytosis, aplastic anemia, thrombocytopenia, leukopenia and hemolytic
anemia; dermatologic and allergic reactions; hepatitis and hepatocellular necrosis; CNS reactions; and toxic nephrosis.

SYMPTOMS AND TREATMENT OF OVERDOSE:
For topical application of sulphonamides, problems of overdosage are unlikely to be encountered. Stop the medication and
consult the doctor immediately if any unusual serious reactions happened.

PACKING/PACK SIZE(S): JAUHI UBAT DARIPADA KANAK-KANAK
Plastic jars of 50 g, 250 g and 500 g. KEEP OUT OF REACH OF CHILDREN
FOR EXTERNAL USE ONLY
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