AMENDED PACKAGE INSERT

TRICONAZOLE CREAM

Composition:

Triamcinolone Acetonide BP 0.1% w/w
Econazole Nitrate BP 1.0% w/w
Pharmacology:

Triamcinolone  acetonide and econazole nitrate combination has
anti-inflammatory, anti-pruritic, anti-fungal and anti-bacterial action.

Econazole acts by damaging cell membranes. The permeability of the fungal
cell is i d. Subcellul b in the cytopl. are d d. The
site action is most probably the unsaturated fatty acid acyl moiety of
membrane phospholipids.

Triamcinolone acetonide is a more potent form of the naturally occurring
adrenocorticol hormone. The mechanism of anti-inflammatory activity of the
corticosteroids is unclear, but there is some evidence to suggest that a
recognizable correlation exists between vasoconstrictor potency and
therapeutic efficacy in man.

When applied topically, particularly to large areas, the triamcinolone acetonide
may be absorbed in sufficient amount to cause systemic effect. It is slowly
metabolized in the skin and thus tend to be systemically absorbed to a
greater extend.

After topical application to the skin of normal subjects, systemic absorption of
econazole nitrate in extremely low. Although most of the applied drug
remains on the skin surface, drug concentrations were found in the stratum
corneum which, by far, exceeded the minimum inhibitory concentration for
dermatophytes. Inhibitory concentrations are achieved in the epidermis and
as deep as the middle region of the dermis. Less than 1% of the applied
dose was recovered in the urine and faeces.

Indications:
Inflammatory dermatoses with mycotic or bacterial infection. Inflammatory
dermatomycoses caused by dermatophytes, yeasts and molds.

Contraindications:
It is contraindicated in patient who are hypersensitive to econazole nitrate,
triamcinolone or other corticosteriods.

Dosage:
Route of Administration : Topical
Apply cream to the affected areas twice daily.

Warning and Precautions:

The medication should be discontinued if irritation occurred.

Do not use in and around eyes.

Special precaution should be taken when medication is used in children.

Use in Pregnancy and Lactation:
Pregnant women and nursing mothers should seek the advice of the physician
before using this product.

with Other M
Econazole is a known inhibitor of CYP3A4/2C9. However, due to the limited
systemic availability after cutaneous application, clinically relevant interactions
are unlikely to occur, but have been reported for oral anticoagulants. In patients
taking oral anticoagulants, such as warfarin or acenocoumarol, caution should be
exercised and the anticoagulant effect should be monitored.

Side Effects/Adverse Effect:

The side effects consist of itching, burning, stinging, erythema, dryness,
folliculitis, hypertrichosis, acne form eruption, hypopigmentation, perioral
dermatitis, allergic contact dermatitis, maceration of the skin, secondary
infection, skin atropy, striae, miliaria.

ymp and Ti for Overdosage and Antid
Topically applied corticosteroids can be absorbed in sufficient amount to
produce systemic effect.
(See Precaution/Warning).

Pack size: A tube of 15g.
Abox of 50 x 15g / tube

Pack size (export only): A jar of 400g.
Shelf-life: 3 years.
Storage conditions: Store at or below 30°C. Protect from light.

Description: A white and smooth cream.

FURTHER INFORMATION CONCERNING THIS DRUG CAN BE OBTAINED FROM
YOUR FAMILY PHYSICIAN / LOCAL GENERAL PRACTITIONER / PHARMACIST.

Manufacturer & Product Holder:

SUNWARD PHARMACEUTICAL SDN. BHD.

No. 9,11 & 17, Jalan Kempas 4,

Taman Perindustrian Tampoi Indah, EL225A-R8
81200 Johor Bahru, Johor, Malaysia. Revised Date 11/12/2020
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Interactions with Other Medications 
Econazole is a known inhibitor of CYP3A4/2C9. However, due to the limited 
systemic availability after cutaneous application, clinically relevant interactions 
are unlikely to occur, but have been reported for oral anticoagulants. In patients 
taking oral anticoagulants, such as warfarin or acenocoumarol, caution should be 
exercised and the anticoagulant effect should be monitored.


