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Reva Pharma

Lidocalm Topical Gel

Composition:

Each 1 g of Lidocalm Topical Gel contains:

Lidocaine HCI 20 mg or 50 mg.

Pharmacological Classification:

Topical Anesthetics.

Intended Use (Common Use of the Drug):

Local anesthetic.

Mechanism of Action:

Lidocaine stabilizes the neuronal membrane by inhibiting
the ionic fluxes required for the initiation and conduction of
impulses, thus local anesthesia occurs.

Pharmacokinetics:

Absorption: Lidocaine may be absorbed following topical
administration to mucous membranes, its rate and extent

of absorption depending upon concentration and total dose
administered, the specific site of application, and duration
of exposure.

Distribution: The plasma binding of lidocaine is dependent on
drug concentration. At concentrations of 1 to 4 mcg of free base
per mL, 60 to 80 percent of lidocaine is protein bound.
Metabolism: Lidocaine is metabolized rapidly by the liver,
the primary metabolite in urine is a conjugate of 4-hy-
droxy-2,6-dimethylaniline.

Elimination: Approximately 90% of lidocaine administered
is excreted in the form of various metabolites, and less than
10% is excreted unchanged.

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.

- Lidocalm is indicated for the prevention and control of pain
in procedures involving intervention of the urethra in males
and females, for the topical treatment of painful urethritis,
and as an anesthetic lubricant for endotracheal intubation
(oral and nasal).

- It is used for the temporary relief of pain and itching associated
with:

© Minor burns.

® Sunburn.

e Minor cuts.

e Scrapes.

® Insect bites.

® Minor skin irritations.

Contraindications:

Lidocaine is contraindicated in patients with a known history
of hypersensitivity to local anesthetics of the amide type or to
other components of the product.

Side Effects:

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

Hypersensitivity reactions (skin lesions, urticaria, edema or
anaphylactic reactions).

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

Warnings & Precautions:

- Lidocalm gel for external use only.

- If swallowed, get medical help.

- Avoid contact with the eyes.

- If condition worsens, or if symptoms persist for more than
7 days or clear up and occur again within a few days, discon-
tinue use of Lidocalm and consult with a doctor.

- Do not use in large quantities, particularly over blistered areas.
- Elderly patients, acutely ill patients, and children should

be given reduced doses commensurate with their age and
physical status.

- Lidocaine should also be used with caution in patients with
severe shock or heart block.

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.

Patients that are administered local anesthetics may be at
increased risk of developing methemoglobinemia when con-
currently exposed to the following oxidizing agents:Nitroglyc-
erin, Nitric oxide, Benzocaine, Flutamide, Cyclophosphamide,
Sulfonamides, Nitrofurantoin, Chloroquine, Phenytoin, Sodium
Valproate, Phenobarbital, Acetaminophen and Metoclopramide.
Pregnancy & Lactation & Fertility:

Pregnancy: Category B, No adequate and well-controlled
studies in pregnant women. Because animal reproduction
studies are not always predictive of human response, Lido-
calm should be used during pregnancy only if clearly needed.
Lactation: Lidocaine is secreted in human milk. The clinical
significance of this observation is unknown. Caution should be
exercised when lidocaine is administered to a nursing woman.
Fertility: No studies have been done on lidocaine regarding
its effect on fertility.

Effects on ability to drive and use machines:

Lidocalm has no or negligible influence on the ability to drive
and use machines when used in the recommended doses.
Method of use:

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

Adults and children 2 years of age and older: Apply to affect-
ed area not more than 3 to 4 times daily.

A single application should not exceed 5 g of Lidocaine gel.
This is roughly equivalent to squeezing a six-inch (15 cm)
length of gel from the tube.

Children under 2 years of age: Consult a physician prior to use.
- Inform your doctor or pharmacist if you forget to apply the
gel and before stopping its use.
Overdoses\Toxicity\methods of treatment:

Symptoms: Acute emergencies from local anesthetics are
generally related to high plasma levels encountered during
therapeutic use of Lidocalm.

Treatment: The first consideration is prevention, best accom-
plished by careful and constant monitoring of cardiovascular
and respiratory vital signs and the patient’s state of conscious-
ness after each local anesthetic administration. At the first
sign of change, oxygen should be administered.

Dialysis is of negligible value in the treatment of acute
overdosage with lidocaine.

Physical Properties:

Homogeneous transparent gel free of foreign matter.
Storage:

Store at a temperature below 25° C.

Keep out of reach of children.

Keep tube tightly closed.

Packaging:

Each Lidocalm gel carton box contains Aluminum Tube of 30 g.
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