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Licadin-P°®

(Lidocaine 2.5% / Prilocaine 2.5%) Topical Cream

Category:

Lidocaine/ Prilocaine is a local anesthetic. It works by blocking nerves from transmitting painful impulses to the
brain.

Indications:

« Normal intact skin for local analgesia (relieving pain of normal intact skin and numbing skin to pain from injections
and other medical procedures)

* Genital mucous membranes for superficial minor surgery and as pretreatment for infiltration anesthesia

Drug Interaction:

Some medicines may interact with Lidocaine/Prilocaine Cream. Tell your health care provider if you are taking any
other medicines, especially any of the following:

« Antiarrthythmics (eg, amiodarone, dofetilids, mexiletine, tocainide), beta- blockers (eg, propranolol), cimetidine,
or other medicines containing lidocaine or prilocaine because the risk of side effects or toxic effects, including heart
or nerve problems, may be increased

« Acetaminophen, acetanilide, aniline dyes (eg, p-phenylenediamine), benzocaine, chloroquine, dapsone, naphtha
lene, nitrates (eg, nitroglycerin, isosorbide), nitrites (eg, Sodium nitrite), nitroprusside, nitrofurantoin, pamaquine,
para-aminosalicylic acid, phenacetin, phenobarbital, phenytoin, primaquine, quinine, or sulfonamides (eg, sulfa
methoxazole) because the risk of side effects, including blood problems, may be increased.

« Succinylcholine because the risk of its side effects may be increased by Lidocaline/Prilocaine cream.
Contraindications:

« History of allergic to any ingredient in Lidocaine/Prilocaine cream or to other similar medicines

« The blood disorder methemoglobinemia

« Lidocaine and prilocaine cream, 2.5%/ 2.5% should not be used in neonates with a gestational age less 37 weeks
nor in infants under the age of twelve months who are receiving treatment with methemoglobin-inducing agents.
Precautions and Warnings:

Application of lidocaine and prilocaine cream, 2.5%/2.5% to larger areas or for longer times than those recommended
could rsult in sufficient absorption of lidocaine and prilocaine resulting in serious adverse effects. Patients treated with
class III anti- arrhythmic drugs (eg. Amiodarone, bretylium, sotalol, dofetilide) should be under close surveillance and
ECG monitoring considered, because cardiac effects may be additive.

Studies in laboratory animals (guinea pigs) have shown that lidocaine and prilocaine cream, 2.5%/2/5% has an oto
toxic effect when instilled into the middle ear. Lidocaine and prilocaine cream, 2.5%/2.5% should not be used in any
clinical situation in which its penetration or migration beyond the tympanic membrane into the middle ear is possible.
When Lidocaine and prilocaine cream, 2.5%/2.5% is used concomitantly with other products containing local anes
thetic agents, the amount absorbed from all formulations must be considered.

Pregnancy/ Breast feeding:

FDA Pregnancy Category B; there are, however, no adequate and well-controlled studies in pregnant women and
during lactation.

Side/adverse effects:

Allergic reactins: Allergic and anaphylactoid reactions associated with lidocaine or prilocaine can occur. They are
characterized by urticaria, angioedema, bronchospasm, and shock. If they occur they should be managed by conven
tional means. The detection of sensitivity by skin testing is of doubtful value.

Systemic (Dose Related) Reactions: Systemic adverse reactions following appropriate use of lidocaine 2.5% and
prilocaine 2.5% cream are unlikely due to the small dose absorbed. Systemic adverse effects of lidocaine and/or
prilocaine are similar in nature to those observed with other amide local anesthetic agents including CNS excitation
and/or depression, light-headedness, nervousness, apprehension, euphoria, confusion, dizziness, drowsiness, tinnitus,
blurred or double vision, vomiting, sensations of heat, cold or numbness, twitching, tremors, convulsions, uncon
sciousness, respiratory depression and arrest). Excitatory CNS reactions may be brief or not occur at all, in which case
the first manifestation may be drowsiness merging into unconsciousness. Cardiovascular manifestations may include
bradycardia, hypotension and cardiovascular collapse leading to arrest.

Abnormal skin sensations; burning: change in hot or cold sensation; pale skin; redness or swelling at the application
site, severe allergic reactions (rash; hives; itching; difficulty breathing; tightness in the chest; swelling of the mouth,
face, lips, or tongue).

In clinical studies on genital mucous membranes involving 378 lidocaine 2.5% and prilocaine 2.5% cream-treated
patients, one or more application site reactions, usually mild and transient, were noted in 41% of patients. The most
common application site reactions were redness (21%). Burning sensation (17%) and edema (10%).

Dosage and Administrations:

Adult Patients-intact skin: A thick layer of lidocaine and prilocaine cream, 2.5%/2.5% is applied to intact skin and
covered with an occlusive dressing.

Adult Famels Patients, Genital Mucous Membranes: for minor procedure on the female external genitalia, such as
removal of condylomata acuminate, as well as for use as pretreatment for anesthetic infiltration, apply a thick layer
(5-10 grams) of lidocaine and prilocaine cream, 2.5%/2.5% for 5 to 10 minutes.

Occlusion is not necessary for absorption, but may be helpful to keep the cream in place. Patients should be lying
down during the lidocaine and prilocaine cream, 2.5%/2.5% application, especially if no occlusion is used. The
procedure or the local anesthetic infiltration should be performed immediately after the removal of lidocaine and
prilocaine cream, 2.5%/2.5%.

Pediatric Patients-intact Skin: the following are the maximum recommended doses, application areas and application
times for lidocaine and prilocaine cream, 2.5%/2.5% based on a child’s age weight.

Please note: if a patient greater than 3 months old does not meet the minimum weight requirement. The maximum
total dose of lidocaine and prilocaine cream, 2.5%/2.5% should be restricted to that which corresponds to the pa
tients weight.

Practitioners should carefully instruct caregivers to avoid application of excessive amounts of lidocaine and prilo
caine cream, 2.5%/2.5% (see precautions).

‘When applying lidocaine and prilocaine cream, 2.5%/2.5% to the skin of young children, care must taken to maintain
careful observation of the child to prevent accidental ingestion of lidocaine and prilocaine cream, 2.5%/2.5% or the
occlusive dressing.

A secondary protective covering to prevent inadvertent disruption of the application site may be useful.

Maximum total Dose of Lido- Maximum Applica- II\V[a!](jml{m
Age and Body Weight Requirements caine and prillocaine Cream, Pl?r.""f“’“
2.5%/2.5% tion Area me
0 up to 3 months or <5 kg lg 10 cm?2 1 hour
3 up to 12 months or >5 kg 2g 20 cm2 4 hours
1 up to 6 years or >10 kg 10g 100 cm2 4 hours
7 up to 12 years or >20 kg 20g 200 cm2 4 hours
Storage, strength (s) and packaging:
« Store Licadin—Picream below 30° C. Protect from freezing.
« Keep Licadin-P cream out of the reach of children.
« 30 gr tube of Licadin-P” in a single box.
Mannfactured by: ABUraihan Pharma.Co. 52 Aburaihan
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