Derma Care

Dermal Cream & Ointment Reva Pharma

Composition:

Each | g of Derma Care Dermal Cream or Ointment contains:
Betamethasone Dipropionate equivalent to Betamethasone 0.5 mg.
Clotrimazole 10 mg, Gentamicin Sulfate equivalent to Genta-
micin | mg.

Pharmacological Classification:

Anti-inflammatory steroid, Anti-fungal, Antibiotic.

Intended Use (Common Use of the Drug):

Treatment of Complex Skin Diseases.

Mechanism of Action:

Derma Care combines the anti-inflammatory, anti-pruritic,
anti-allergic, anti-fungal and anti-bacterial.

- Early anti-inflammatory effects of topical Betamethasone
include the inhibition of macrophage and leukocyte movement
and activity in the inflamed area by reversing vascular dilation
and permeability,And inhibiting subsequent inflammatory pro-
cesses. These actions correspond to decreased edema, erythema,
pruritus, plaque formation and scaling of the affected skin.

- Clotrimazole has an antifungal effect by inhibiting biosynthesis of
ergosterol which is an integral part of the cell membrane of fungi.

- Gentamicin is a broad-spectrum antibiotic from the aminogly-
coside group. It is bactericidal and provides highly effective lo-
cal treatment of primary and secondary bacterial skin infections.
Pharmacokinetics:

There are no studies on Pharmacokinetics when topical use.
Indications:

Use this medicine exactly as described in this leaflet or as
directed by your doctor or pharmacist, consult your doctor if
you are not sure.

Derma Care is indicated for the treatment of complex skin
diseases resulting from infections caused by bacteria sensitive
to the drug, or if such an infection is suspected, including:

- Simple and allergic dermatitis.

- Atopic dermatitis (including disseminated neurodermatitis).

- Limited neurodermatitis.

- Eczema.

- Dermatophytes (foot tinea, tinea leather, tinea thigh).
Contraindications:

This medicine should not be used if you are hypersensitive to
the active substance or any of the excipients.

Side Effects:

Like all medicines, this one can cause side effects, although not
everyone experiences them.

Local reactions: very rarely - burning sensation, erythema,
exudation, pigmentation disorder, itching.

Adverse reactions encountered (especially with occlusive
dressings): burning sensation, itching, dry skin, folliculitis,
hypertrichosis, acne, hypopigmentation, perioral dermatitis, al-
lergic contact dermatitis, development of Adverse reactions due
to clotrimazole: erythema, tingling sensation, blisters, peeling,
local edema, itching, urticaria, skin irritation.

Adverse reactions due to gentamicin: transient skin irritation
(erythema, pruritus), usually not requiring discontinuation of
treatment.

Inform your doctor or pharmacist if you experience any side
effects not listed in this leaflet.

‘Warnings & Precautions:

- Derma Care is only intended for external use, not intended for
use inside the eyes.

- In the event of an irritation or sensitivity when using Derma
Care, the treatment must be stopped and the appropriate
treatment must start.

- Avoid treating large areas of the body surface and do not use
occlusive dressings to reduce systemic absorption of the product.
- Gentamicin should be avoided to open wounds or damaged
skin, especially in infants and children.

- The long use of Derma Care preparation should be avoided

due to the possibility of excessive growth of microorganisms.
- Children: Derma Care is not recommended for use in pediat-
ric patients under 2 years of age.

Drug and Food Interactions:

Tell your doctor or pharmacist if you are using, have recently
used or might use any other drugs, and for how long you will
be using the drug.

No interactions have been reported for this combination with
other drugs.

Pregnancy & Lactation & Fertility:

Pregnancy: The use of Derma Care during pregnancy is
possible only if the intended benefit to the mother outweighs
the potential risk to the fetus. In pregnant women, Derma Care
should not be used on large areas of skin or for a prolonged
period during pregnancy.

Lactation: It is not known whether Derma Care ingredients
are excreted in breast milk. Therefore, when this preparation
is prescribed during lactation, discontinuation of breastfeeding
should be considered.

Fertility: Its effect on fertility has not been studied after topical
application in humans.

Effects on ability to drive and use machines:

There are no studies on effects on the ability to drive and use
machines when topical use.

Method of use:

Use this drug exactly as your doctor or pharmacist has pre-
scribed it. Ask your doctor if you are not sure.

- A thin layer should be applied to the entire surface of the
affected skin and surrounding tissues twice a day, in the morn-
ing and evening. To ensure the effectiveness of the treatment,
Derma Care must be used regularly.

- The duration of therapy depends on the size and location of
the lesion, as well as on the patient’s response.

- If clinical improvement does not occur after 3-4 weeks of treat-
ment, this may serve as a reason for clarifying the diagnosis.

- Derma Care should not be used for more than three weeks in
infants and children under 4 years, especially on areas covered
with diapers. Unless the doctor directs otherwise.

- Inform your doctor or pharmacist if you forget to apply the
Cream or Ointment and before stopping its use.
Overdoses\Toxicity\methods of treatment:

Symptoms: With prolonged use of local corticosteroids in
high doses, it is possible to suppress adrenal function with the
development of secondary adrenal insufficiency and symptoms
of hypercriticism including Cushing’s syndrome.

An overdose of clotrimazole with its local use does not lead to
the appearance of any symptoms.

With a single overdose of gentamicin, the appearance of any
symptoms is also not expected. Long-term treatment with high
doses of gentamicin can lead to the growth of insensitive flora.
Treatment: Conducting symptomatic therapy. The acute
symptoms of hypercriticism are usually reversible. If necessary,
carry out the correction of electrolyte imbalance. In case of
chronic corticosteroids toxicity, gradual withdrawal of cortico-
steroids is recommended.

Physical Properties:

White to off-white, smooth, uniform, free from foreign matter
Cream or Ointment.

Storage Conditions:

Store at a temperature below 25° C.

Keep out of reach of children.

Keep tube tightly closed.

The Cream or Ointment can be used for up to 3 months after
opening the package for the first time.

Packaging:

Each Derma Care Dermal Cream or Ointment carton box
contains Aluminum Tube of 15 or 20 g.
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