LIDONIL 20MG/ML INJECTION

Description and Composition

LIDONIL 20MG/ML INJECTION is a clear colourless solution. Each ml contains 20mg of Lidocaine
hydrochloride as its active ingredient, 1.8mg Methyl Paraben and 0.2mg Propyl Paraben as its
preservatives.

Pharmacodynamics

Lidocaine reversibly inhibits the formation and conduction of action potential in the central and peripheral
nervous systems by inhibiting the transient increase of sodium permeability of the nerve cell membranes.
Sensory nerve fibres are affected earlier than motor nerve fibres. The local anaesthetic effect is induced
after 2-5 minutes and is maintained for about 60 to 90 minutes.

Pharmacokinetics

Lidocaine is characterised by a rapid absorption, distribution, metabolism and elimination. It is absorbed
from mucous membranes and crosses the placental and blood-milk barrier. In the dog, a volume of
distribution of 1.67 L/kg b.w. and a plasma half-life of 30 minutes have been determined. Lidocaine is
mainly metabolised in the liver. A decrease of the hepatic clearance of lidocaine due to the inhibition of
the microsomal mono-oxygenase (particularly in case of hypotension or decreased hepatic perfusion),
may lead to increased (toxic) plasma concentrations. Lidocaine is oxidatively dealkylated and
hydroxylated by mono-oxigenases and hydrolysed by carboxylesterases. The following degradation
products were identified: monoethylglycerinxylidid, glycinxylidid, 2,6-xylidine, 4-hydroxy-2,6-
dimethylaniline, 3-hydroxy-Lidocaine and 3-hydroxy-monoethylglycinxylidid. The parent compound and its
metabolites are excreted either in unchanged, sulphated or glucorinated form.

Indication
Horses, cats and dogs: For local/nerve block (regional infiltration) including field block anaesthesia.
Superficial anaesthesia of mucous membranes.

Recommended Dose

Horses, cats and dogs: For subcutaneous, intramuscular or perineural injection or for application onto the
mucosa. To avoid intravascular administration, correct placement of the needle should be verified by
aspiration.

The necessary amounts to be administered vary depending on indication (intended purpose,
administration route, site of application and general condition of the patient).

The following dosage recommendations may serve as a general guidance (adjustment is needed for
animals of a body weight below 5kg in order to not exceed the recommended maximum dose).

Local/nerve block anaesthesia in horses:
1ml to 10ml of product.

Superficial anaesthesia of mucous membranes:
Instil a thin layer topically to site where anaesthesia is required.

The total dose shall not exceed 2mg to 4mg Lidocaine hydrochloride per kg body weight (equivalent to
1ml of the product per 5kg to 10kg body weight).

Route of Administration
To be given by subcutaneous, intramuscular or perineural or for application onto the mucosa in horses,
cats and dogs.

Contraindication
Do not use in cases of hypersensitivity to the active substance or to any of the excipient.
Do not use in cases of inflammatory tissue disorders at the site of application.



Do not use in infected tissue.
Do not use in new-born animals.

Warning and Precautions
Special warnings for each target species:
None.

Special precautions for use

Special precautions for use in animals:

Do not administer by intravenous injection.

Use with extreme care in animals with cardiac insufficiency, cardiac arrhythmia, hyperkalaemia, liver
dysfunction, Diabetes mellitus, acidosis and neurological diseases.

Exact dosing and appropriate injection technique must therefore be ensured.

Special precautions to be taken by the person administering the veterinary medicinal product to animals:
Wash hands after use.

In case of accidental self-injection, seek medical advice immediately and show the package leaflet or the
label to the physician.

People with known hypersensitivity to lidocaine hydrochloride or any of the excipients should avoid
contact with the veterinary medicinal product.

Interaction with Other Medicaments
The local anaesthetic effect is prolonged if vasoconstrictors (e.g. epinephrine) are applied concomitantly.
Morphine-type analgesics may decrease the metabolism of lidocaine.

Lidocaine may interact with:

e antibiotics: co-administration of ceftiofur may cause an increase in the free lidocaine
concentration due to an interaction with plasma protein binding.

¢ antiarrhythmic agents: amiodarone may cause increases in plasma lidocaine concentrations and
therefore heighten its pharmacological effects. This effect may also be observed when it is
administered with metoprolol or propanolol.

e injected anaesthetics and anaesthetic gases: co-administration of anaesthetics enhances their
effect and their dosages may need to be adjusted.

e muscle relaxants: a significant dose of lidocaine may boost the action of succinylcholine and may
prolong succinylcholine induced apnoea.

Pregnancy and Lactation
Lidocaine may cross the placental barrier and is excreted in milk in lactating animals. Use only according
to the benefit/risk assessment by the responsible veterinarian in pregnant or lactating animals.

Side Effects
Tachycardia, bradycardia, cardiac conduction disorders, hypotension and allergic reactions may occur in
individual cases.

Symptoms and Treatment of Overdose

Overdose and intravascular injections are associated with a high risk of central nervous system and
cardiac effects. Acute overdose with lidocaine is characterised by anxiety, restlessness, excitation, ataxia,
tremor, vomiting, muscle contractions, convulsions, hypotension, bradycardia, unconsciousness,
respiratory paralysis or cardiac arrest.

In case of overdose, symptomatic treatment should be instigated as appropriate.

Storage Condition
Store below 30°C. Protect from light.

Shelf life
3 years.



Following withdrawal of first dose, use the product within 24 hours. Any unused material should be

discarded.

Withdrawal Periods

Horses:

Meat and offal: 5 days

Milk: 5 days

Packing

20ml, 50ml, 100ml, 250ml.

Revised date: 25.3.22

Pharma

Manufacturer & Product Registration Holder

Range Pharma Sdn Bhd

No. 1, Jalan TSB 11, Taman Industri Sg. Buloh, 47000 Sg. Buloh, Selangor Darul
Ehsan, Malaysia

Tel: 603-61568708 Fax: 603-61568707

Email: info@rangepharma.com




