DYNAMIZOLE CREAM 2% W/W MAL22046017AZ

DESCRIPTION:
CREAM

Color : White
Fragrance : Natural

CONTENT:
Miconazole Nitrate ..........ccceeeveeveeneens 2% wiw
Preservative: Chlorocresol ................. 0.1% w/w

PHARMACODYNAMICS:
Miconazole Nitrate is an imidazole antifungal agent and may act by interfering with the permeability of the fungal
cell membrane. It possesses a wide antifungal spectrum and has some antibacterial activity.

PHARMACOKINETICS:

Absorption: There is little absorption through skin or mucous membranes when Miconazole Nitrate is applied
topically.

Distribution: Absorbed Miconazole is bound to plasma proteins (88.2%) and red blood cells (10.6%).
Metabolism and Excretion: The small amount of Miconazole that is absorbed is eliminated predominantly in faeces
as both unchanged drug and metabolites.

INDICATIONS:
Skin infections due to dermatophytes or yeasts, and other fungi such as: Tinea capitis, corporis, manuum, barbae,
cruris, pedis (athlete's foot).

Since Dynamizole Cream 2% w/w has an antibacterial effect on gram-positive bacteria, it may be used in mycoses
secondarily infected with such bacteria (e.g. in napkin dermatitis).

ROUTE OF ADMINISTRATION
Topical

RECOMMENDED DOSE:

Dosage and Administration

Apply some cream to the lesions twice daily. The duration of therapy varies from 2 to 6 weeks depending on the
localization and the severity of the lesion. Treatment should be continued at least one week after disappearance of
all signs and symptoms.

Administration
For topical use. Rub the cream into the skin with your finger until it fully penetrated the skin

CONTRAINDICATIONS:
Dynamizole Cream 2% w/w is contraindicated in individuals with a known hypersensitivity to Miconazole /
Miconazole Nitrate, other imidazole derivatives or to any of the excipients.

WARNING AND PRECAUTIONS:

Severe hypersensitivity reactions, including anaphylaxis and angioedema, have been reported during treatment
with Dynamizole Cream 2% w/w and with other Miconazole topical formulations. If a reaction suggesting
hypersensitivity or irritation should occur, the treatment should be discontinued.

Dynamizole Cream 2% w/w must not come into contact with the mucosa of the eyes.

In patients of Warfarin, caution should be exercised and the anticoagulant effect should be monitored (see
Interactions).

INTERACTIONS WITH OTHER MEDICAMENTS

Miconazole can inhibit the metabolism of drugs metabolized by the cytochrome P450 isoenzymes CYP3A4 and
CYP2C9, and may thus have effects similar to those of Fluconazole. Miconazole may enhance the activity of oral
anticoagulants, sulfonylurea hypoglycaemics, or phenytoin. Adverse effects have been reported when Miconazole
was given with Carbamazepine. There is a risk of cardiac arrhythmias if Miconazole is used with Astemizole,
Cisapride, or Terfenadine and such combinations should be avoided.



Miconazole administered systemically is known to inhibit CYP2C9 enzyme system. Due to the limited systemic
availability after topical application, clinically relevant interactions occur very rarely. In patients on Warfarin
which is subjected to metabolism by CYP2C9, caution should be exercised and the anticoagulant effect should be
monitored (see Warnings and Precautions).

PREGNANCY AND LACTATION:
Pregnancy
Miconazole Nitrate should be used with caution during pregnancy.

Lactation

Topically applied Miconazole is minimally absorbed into the systemic circulation, and it is not known whether
Miconazole is excreted in human breast milk. Caution should be exercised when using topically applied
Miconazole products during lactation.

SIDE EFFECT/ADVERSE REACTIONS:

The most commonly reported adverse reaction was application site irritation. Including the above-mentioned
adverse reaction, Table A displays adverse reactions that have been reported with the use of topical, non-
gynaecological, Miconazole Nitrate / Miconazole from either clinical trial or post marketing experiences.

The displayed frequency categories use the following convention: very common; common; uncommon; rare; and
very rare and Not Known.

Table A: Adverse Reactions Reported in Clinical Trials and Post-marketing Experience

Adverse Reactions

System Organ Class Frequency Category

Uncommon Not Known

Immune System Disorders - Anaphylactic reaction

Hypersensitivity
. . . . . Angioedema, Urticaria,
Skin and Subcutaneous Tissue Skin burning sensation & o
. .. . Contact dermatitis, Rash,
Disorders Skin inflammation

Erythema, Pruritus

Application site reactions (including
application site irritation, burning, -
pruritus, reaction NOS and warmth)

General Disorders and
Administration Site Conditions

SYMPTOMS AND TREATMENT OF OVERDOSE:

Symptoms

Cutaneous use: Excessive use can result in skin irritation, which usually disappears after discontinuation of therapy.
Accidental ingestion: Stomach irritation may occur.

Treatment
Dynamizole Cream 2% w/w is intended for cutaneous use, not for oral use. If accidental ingestion of large
quantities of the product occurs, use appropriate supportive care.

Effects on Ability to Drive and Use Machine
Dynamizole Cream 2% w/w has no influence on the ability to drive and use machines.

PACKING/PACK SIZE(S): JAUHI UBAT DARIPADA KANAK-KANAK
Al tube with HDPE cap of 15g; in box of 1x15g and KEEP OUT OF REACH OF CHILDREN
box of 50x15g. FOR EXTERNAL USE ONLY
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