Nysta Care

Dermal Cream

&

Reva Pharma

Composition:
Each 1g of Nysta Care Dermal Cream contains :

Chlorhexidine HCI 11.5 mg.
Dexamethasone 1 mg.
Nystatin 100.000 IU.

Pharmacological Classification:

Topical corticosteroid, antiseptic, antifungal.

Intended Use (Common Use of the Drug):

For the treatment of inflammatory skin diseases caused by
microbes (especially Candida).

Mechanism of Action:

® Nystatin acts as fungicidal by complexing with sterols of the
cytoplasmic membrane and altering the cell wall of the fungus.
® Chlorhexidine acts antimicrobially by adsorption of the cat-
ionic part to the cell wall of the microorganisms, The resulting
change in the permeability of the cell wall results in the leakage
of intracellular substances or the penetration of chlorhexidine
into the cytoplasm.

® Dexamethasone is a synthetic, medium-strong glucocorticoid.
That is results in anti-inflammatory, and antipruritic effects.
Pharmacokinetics:

® Chlorhexidine: Due to its cationic nature, chlorhexidine binds
strongly to skin, mucosa, and other tissues, and is therefore
very poorly absorbed. No detectable levels have been found

in the blood following oral administration. Chlorhexidine HCI
is excreted primarily via the feces (~90%). Less than 1% of
chlorhexidine HCl is excreted in the urine.

® Nystatin is poorly absorbed from the gastrointestinal tract. It
is not absorbed through the skin or mucous membranes when
applied topically.

® The extent of percutaneous absorption of topical dexameth-
asone is determined by several factors including the integrity

of the skin barrier. Topical dexamethasone is absorbed through
intact skin, and inflammation and pathological factors increase
absorption. Dexamethasone is bound to plasma proteins to
varying degrees. Dexamethasone is metabolized primarily in the
liver and subsequently excreted via the kidneys. Some topical
dexamethasone and its metabolites are also excreted in the bile.
Indications:

Use this drug exactly as described in this leaflet or as directed
by your doctor or pharmacist.

Nysta Care is indicated for the treatment of inflammatory

skin conditions caused by microbes (particularly caused by
Candida) such as erythema of the buttocks of infants, balanitis,
vulvitis, anal eczema and vulvar eczema.

Contraindications:

This drug is contraindicated in case of hypersensitivity to the
active substances or to any of the excipients used.

- As with all other topical corticosteroids, Nesta Care is con-
traindicated in bacterial skin infections (including cutaneous
tuberculosis and syphilis) and viral skin infections (varicella).
Side Effects:

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

- Skin side effects: skin irritation, burning, itching, dry skin,

as well as hypersensitivity reactions may occur sometimes,
especially at the beginning of treatment. Sometimes prolonged

treatment with dexamethasone may cause skin atrophy, telan-
giectasia, skin bleeding, skin cracking, glucocorticoid acne and
perioral dermatitis.

- When using Nysta Care for long-term treatment and/or when
used under dressings, side effects may develop in exceptional
cases into inhibition of endogenous steroid synthesis, hyperac-
tivity of the adrenal gland with edema, the appearance of diabe-
tes (if latent), osteoporosis and slowing of growth in children.
Inform your doctor or pharmacist if you experience any side
effects not listed in this leaflet.

‘Warnings & Precautions:

- Nysta Care is intended for external use only.

- Contact with eyes should be avoided.

- In the event of an allergic reaction, or in the event of a new
infection, use of Nysta Care should be discontinued and alter-
native treatment should be initiated. - Long-term use of topical
steroids can lead to rebound flares after stopping treatment
(topical steroid withdrawal syndrome).

- Long-term continuous topical treatment with steroids should
be avoided in infants, as adrenal suppression can occur.

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.

There are not any known interactions with other medicaments.
Pregnancy & Lactation & Fertility:

Pregnancy: Nysta Care is contraindicated during pregnancy.
Lactation: Dexamethasone passes through the placenta and
can pass into the mother’s milk after topical application. Nysta
Care should therefore not be used in breastfeeding mothers.
Fertility: Its effect on fertility after topical application in
humans has not been studied.

Effects on ability to drive and use machines:

Nysta Care does not affect the ability to drive and use machines
when applied topically.

Method of use:

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

- Nysta Care cream is applied 2-3 times daily on the skin and
mucous membranes.

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

Nystatin is poorly absorbed from the gastro-intestinal tract. In
the event of accidental oral ingestion, routine measures such
as gastric lavage should be performed as soon as possible after
ingestion.

Physical Properties:

Smooth, uniform, yellow cream, free from foreign matter.
Storage Conditions:

Store at a temperature below 25 C.

Keep out of reach of children.

Keep tube tightly closed.

Packaging:

Each Nysta Care Dermal Cream carton box contains Aluminum
Tube of 20 g.
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