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Reva Pharma

Shenice Dermal Cream

Composition:

Each 1g of Shenice Dermal Cream contains:
Hydroquinone 20 mg or 40 mg.

Pharmacological Classification:

Depigmenting Agents.

Intended Use (Common Use of the Drug):
Hyperpigmentation treatment.

Mechanism of Action:

Topical application of hydroquinone produces a reversible
depigmentation of the skin by inhibition of the enzymatic
oxidation of tyrosine to 3,4-dihydroxyphenylalanine (dopa)
and suppression of other melanocyte metabolic processes.
Exposure to sunlight or ultraviolet light will cause repig-
mentation of bleached areas.

Pharmacokinetics:

Absorption: The rate of hydroquinone absorption through the
skin is low. The actual amount of hydroquinone absorbed fol-
lowing dermal exposure depends on the exposure concentra-
tions, length of exposure and vehicle, as well as other factors.
Metabolism: Hydroquinone is converted mainly by Phase
II metabolism to water-soluble conjugates, as shown by the
recovery of only little parent compound and p-benzoqui-
none (0.25-7%) but large amounts of hydroquinone-mono-
glucuronide and hydroquinone-monosulfate.

Elimination: Hydroquinone is excreted mainly in the form
of water-soluble metabolites via the urine (about 90%).
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.

- Shenice Cream is indicated for the gradual bleaching

of hyperpigmented skin conditions such as chloasma,
melasma, freckles, senile lentigines, and other unwanted
areas of melanin hyperpigmentation.

Contraindications:

- Prior history of sensitivity or allergic reaction to hydroqui-
none or to any of the ingredients of the product.

- The safety of topical treatment of Shenice uses during
pregnancy or for children (12 years and under) has not
been established.

Side Effects:

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

- No systemic adverse reactions have been reported. Occa-
sional hypersensitivity (localized contact dermatitis) may
occur in which case the medication should be discontinued
and the physician notified immediately.

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

Warnings & Precautions:

- May contain sulfites that may cause allergic-type reactions.
- May cause skin rashes, facial swelling, and ochronosis.

- Avoid unnecessary exposure to sunlight.

- Limit application to areas no larger than arms, hands,
face, and neck.

- Do not apply Shenice near eyes or mucous membranes,
to cut, abraded, or sunburned skin, after shaving or using a
depilatory agent, or over miliaria rubra.

- Individuals with sensitive skin may experience tempo-
rary burning/stinging sensation.

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.

- Concomitant use of medications known to cause photo-
sensitivity or with peroxides such as oxygenated water.
Pregnancy & Lactation & Fertility:

Pregnancy: pregnancy Category C, topical hydroquinone
should be given to a pregnant woman only when clearly
indicated.

Lactation: It is not known whether topical administration
of hydroquinone is absorbed or excreted in human milk.
Caution is advised when topical hydroquinone is used by
a nursing mother.

Fertility: The effect of hydroquinone on fertility is not
known.

Effects on ability to drive and use machines:

Shenice is a topical medicine and does not affect the
ability to drive or operate heavy machinery.

Method of use:

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

- Shenice Cream should be applied to affected areas and
rubbed in well twice daily, in the morning and before
bedtime, or as directed by a physician.

- If no depigmentation is evident after 2 months of
Shenice treatment, the drug should be discontinued.

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

There have been no systemic reactions reported from the
use of topical hydroquinone. However, treatment should
be limited to relatively small areas of the body at one time,
since some patients experience a transient skin reddening
and a mild burning sensation which does not preclude
treatment.

Physical Properties:

White to off-white cream, homogeneous, free of foreign
bodies.

Storage Conditions:

Store at a temperature between (20-25)°C.

Keep out of reach of children.

Keep tube tightly closed.

Packaging:

Each Shenice cream carton box contains Aluminum Tube
of 30 g.
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