DERMA NICE benicen P

Reva Pharma
Composition:
Each 1 g of DERMA NICE Dermal Cream contains:
Dexpanthenol 0 mg.
Chlorhexidine Digluconate 5 mg.

Pharmacological Classification:

Antiseptic, Skin Moisturizer

Intended Use (Common Use of the Drug):
Disinfect and treat superficial skin infections.
Mechanism of Action:

After dermal absorption, Dexpanthenol is converted
in cells to pantothenic acid, which is required for the
formation and regeneration of the skin and mucous
membranes. Chlorhexidine is a well-tolerated antisep-
tic with bactericidal activity.

Pharmacokinetics:

Dexpanthenol: Dexpanthenol is dermally absorbed
and oxidised enzymatically in the organism, as well
as in the skin, to pantothenic acid. The vitamin is
transported in protein-bound form in the plasma.
Chlorhexidine: Because of its cationic nature, Chlor-
hexidine bonds strongly to skin, mucosa and other
tissues and is thus very poorly absorbed.
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 NICE is used for the disinfection and treat-
ment of superficial skin infections or skin damage in
the following situations:

- Superficial injuries causing a risk of infections:
cuts, blisters, scratches, skin fissures, skin wounds,
follow-up treatment of mild burns, dermatitis.

- Cracked nipples in breast-feeding mothers.
Contraindications:

-In case of hypersensitivity to Dexpanthenol, Chlor-
hexidine or any of the components of the preparation.
-In case of serious, deep, or severely contaminated
wounds.

-If there is a perforation in the ear drum, the prepara-
tion should not be applied.

Side Effects:

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

Allergic skin reactions, such as contact dermatitis,
allergic dermatitis, itchy skin, redness, eczema, rash,
hives, skin irritation, and blisters have been reported.
Inform your doctor or pharmacist if you experience
any side effects not listed in this leaflet.

Warnings & Precautions:

- Avoid getting the DERMA NICE cream in the eye,
ear canal, and on mucous membranes.

- DERMA NICE should not be used to treat wounds
or skin irritations (e.g. sunburn) with no risk of infec-
tion. In such cases, it is reccommended to use a cream
containing Dexpanthenol only.

- Serious allergic reactions have been reported rarely
with the use of antiseptics containing Chlorhexidine.
If you develop symptoms suggestive of a severe
allergic reaction (eg wheezing or difficulty breathing,
swelling of the face, rapidly spreading hives, severe
rash or shock), stop taking the medicine and contact
your doctor immediately.

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.

- Chlorhexidine is incompatible with soaps and other
anionic substances. To prevent potential interactions
(e.g reverse effect or loss of effect) DERMA NICE
should not be used with other antiseptic agents.

- Due to the formation of sparingly soluble salts, Chlor-
hexidine is not suitable for use with borates, bicarbonates,
carbonates, chlorides, citrates, phosphates, and sulfates.
Pregnancy & Lactation & Fertility:

Pregnancy: Using the DERMA NICE cream on large
areas of skin should be avoided during pregnancy.
Lactation: Breast-feeding mothers are allowed to use
DERMA NICE cream, but the application of cream on
large areas of skin should be avoided. If the medicine is
used for treating cracked nipples during breast-feeding,
the cream must be washed off the nipples before nursing.
Fertility: Its effect on fertility has not been studied
after topical application in humans.

Effects on ability to drive and use machines:
DERMA NICE does not affect your ability to drive or
use machines

Method of use:

- Use this drug exactly as your doctor or pharmacist
has prescribed it. Ask your doctor if you are not sure.
- DERMA NICE cream is applied to cleansed wounds
or inflamed skin one or more times a day as needed.
Application of the cream on large areas of skin should
be avoided. The wound can be covered with a ban-
dage, but this is not mandatory.

- If the infection persists or gets worse despite using
this medicine, talk to your doctor.
Overdoses\Toxicity\methods of treatment:
DERMA NICE Cream has very low toxicity. No
measures are required in case of overdose.

Physical Properties:

Smooth, uniform, white to off-white 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 DERMA NICE Dermal cream carton box contains
Aluminum Tube of 20 g.
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