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’.lD OMAX WTapicaI Anesthetic Cream

Lidocaine BP 4%

DESCRIPTION

Lidomax™ is a non-greasy cream of Lidocaine specially formulated with soothing agents.
Lidocaine 4% cream applied to intact skin provides dermal analgesia by the release of
lidocaine from the cream into the epidermis and dermis. Lidocaine is a local anesthetic agent
of the amide type. Local anesthetics reversibly block the initiation and conduction of nerve
impulses by interfering with the flux of sodium ions through the neuronal membrane. The
onset, depth and duration of dermal analgesia provided depend upon the site and duration of
application.

INDICATIONS

Lidomax™ Cream is indicated for:

Temporary relief of pain and itching associated with minor cuts, minor scrapes, minor skin
irritations, herpes zoster and labialis, minor burns, sore nipples and insect bites.
Anesthesia of intact skin prior to superficial skin procedures, including insertion of IV
catheters, venipuncture or venous cannulation and blood sampling.

Anesthesia of mucous membranes, e.g. various anal conditions such as hemorrhoids and
fissures

DOSAGE AND ADMINISTRATION

The recommended dose of Lidomax™ Cream:

For relief of pain and minor skin irritations in adults and children 2 years and older, the
cream should be applied to the affected area up to 3-4 times daily as needed; its use in
children under 2 years requires consultation with a doctor.

For dermal anesthesia prior to superficial procedures (e.g., IV cannulation, venipuncture),
an area of approximately 2.5 cm x 2.5 cm (= 6.25 cm?) is to be covered by applying 1 g to
2.5 g of cream.

For mucosal or anorectal use (e.g., for hemorrhoids, itching, or burning), a thin film of the
cream is to be applied to the perianal area up to 6 times daily in adults.

CONTRAINDICATIONS
Lidocaine 4% Cream is contraindicated in patients with known hypersensitivity or allergy
amide-type local anesthetics.

SIDE EFFECTS

Common side effects include local skin reactions such as redness, irritation, itching, or rash
at the application site. Rarely, topical anesthetics have been associated with allergic reactions,
including anaphylactic shock. Accidental exposure to the eyes can cause severe irritation and
corneal abrasion. Systemic absorption, particularly with excessive use, could lead to
symptoms of lidocaine toxicity.

PRECAUTION AND WARNING

Lidocaine 4% cream is for external use only. Contact with the eyes must be avoided.
Application over large areas of the body is not recommended. Use for more than seven days
is not advised unless directed by a doctor. All drugs, including this product, should be kept
out of the reach of children. Blood levels of lidocaine may be increased by repeated doses of
lidocaine 4% cream. If contact with the eyes occurs, the eye should be washed out
immediately with water or saline. It should be noted by the patient that dermal analgesia may
be accompanied by the block of all sensations in the treated skin. For this reason, inadvertent
trauma to the treated area should be avoided by refraining from scratching, rubbing, or
exposure to extreme hot or cold temperatures until complete sensation has returned.

USE IN PREGNANCY AND LACTATION

Pregnancy Category A. Lidocaine should be used during pregnancy only if clearly needed. It
crosses the placental barrier but is not contraindicated during labor and delivery. Lidocaine is
excreted in human milk; therefore, caution is advised when administering to a nursing
mother. The total dose from all formulations should be considered if used concomitantly with
other lidocaine-containing products.

PEDIATRIC USE
The product can be used in children 2 years and older as directed. Use in children under 2
years of age requires prior consultation with a doctor.

DRUG INTERACTION

Use with caution in patients receiving Class | antiarrhythmic drugs (e.g., Amiodorone ,
Tocainide, Mexiletine), as the toxic effects on the heart and nervous system may be additive
or synergistic.

OVERDOSE

Overdose is unlikely with proper topical use but can be caused by excessive application,
application to compromised skin, or accidental ingestion. Systemic lidocaine toxicity is
characterized by symptoms involving the central nervous system (dizziness, drowsiness,
blurred vision, tremors, seizures) and the cardiovascular system (hypotension, bradycardia,
arrhythmia, cardiac arrest). Immediate medical assistance should be sought in case of
suspected overdose or accidental ingestion. Treatment is supportive and symptomatic, as no
specific antidote is available.

PHARMACEUTICAL PRECAUTION
Do not store above 30° temperature. Keep away from light and wet place. Keep out of reach
of children.

PACKAGING
Lidomax™ Cream: Each box contains a tube of 10 g Cream. Each gram cream contains
Lidocaine BP 40 mg.
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