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APPROVED PROFESSIONAL INFORMATION

SCHEDULING STATUS

1. NAME OF THE MEDICINE

LIDOCAINE HCI 10 % (AMPOULES) FRESENIUS solution for injection

2, QUALITATIVE AND QUANTITATIVE COMPOSITION
Each ampoule contains 500 mg/5 ml (10 %) lidocaine (lignocaine) hydrochloride anhydrous as
lidocaine (lignocaine) hydrochloride monohydrate.

Sugar free.
For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Solution for injection.
A clear solution in clear glass ampoules.

4, CLINICAL PARTICULARS
4.1 Therapeutic indications
Treatment of ventricular dysrhythmias during open-heart surgery, acute myocardial infarction, and

with digoxin overdosage.

4.2 Posology and method of administration
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For the emergency treatment of acute myocardial infarction, doses of up to 300 mg may be given by

Posology:

intramuscular injection into the deltoid muscle, followed by a 0,1 % to 0,2 % intravenous infusion in
dextrose 5 % in water for injections at a rate of 1 to 4 mg per minute, in accordance with the needs
of the patient.

In the treatment of cardiac dysrhythmias 50 to 100 mg may be administered by a slow intravenous

injection over 2 minutes (0,5 ml to 1,0 ml of the 10 % solution).

Doses should be reduced in elderly and debilitated patients and in children.

Method of administration:

For intramuscular or intravenous use.

4.3 Contraindications

LIDOCAINE HCI FRESENIUS is contraindicated in:

« Patients that are hypersensitive to lidocaine (lignocaine), amide type local anaesthetics or any
of the excipients of LIDOCAINE HCI FRESENIUS, listed in section 6.1.

« Patients with porphyria.

« Patients with hypovolaemia, heart block or other conduction disturbances, bradycardia, cardiac

decompensation or hypotension (not due to treatable tachydysrhythmias).

4.4 Special warnings and precautions for use
Intravenous injection should be given slowly over 2 minutes and infusion at a rate of 1 to 4 mg per

minute.

Constant electrocardiogram (ECG) monitoring is necessary during IV administration. Resuscitative

equipment and medicines should be immediately available for the management of severe adverse
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cardiovascular, respiratory or central nervous system effects. If severe reactions occur, LIDOCAINE

HCI FRESENIUS should be discontinued.

Caution should be exercised in the presence of hepatic insufficiency, other cardiac conditions (such
as congestive heart failure), epilepsy, myasthenia gravis, severe renal disease, marked hypoxia,

during shock and impaired respiratory function.

Administration of LIDOCAINE HCI FRESENIUS to eliminate ventricular ectopic beats without prior

acceleration in heart rate may provoke more frequent and serious ventricular dysrhythmias.

Continuous or repeated administration of LIDOCAINE HCI FRESENIUS may give rise to cumulative
toxicity and tachyphylaxis.

Caution should be employed in the repeated use of LIDOCAINE HCI FRESENIUS in patients with
severe liver or renal disease, because accumulation may lead to toxic phenomena, since lidocaine

(lignocaine) is metabolised mainly in the liver and the metabolites are excreted via the kidneys.

The plasma half-life of LIDOCAINE HCI FRESENIUS may be prolonged in conditions which reduce

hepatic blood flow, such as cardiac and circulatory failure.

4.5 Interaction with other medicines and other forms of interaction
Propranolol and cimetidine may reduce the renal and hepatic clearance of lidocaine (lignocaine),

thus increasing toxicity.

The cardiac depressant effects of LIDOCAINE HCI FRESENIUS are additive to those of other
antidysrhythmic medicines, particularly class | (e.g., kinidine, disopyramide) or class lll (e.g.,
amiodarone, bretylium, sotalol or dofetilide). Caution should be exercised particularly in patients

with cardiac decompensation.
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Potent inhibitors of cytochrome P450 3A4 enzymes (such as fluvoxamine and erythromycin) may
cause an increase in lidocaine (lignocaine) concentrations when administered concurrently.
Because lidocaine (lignocaine) possesses a narrow therapeutic window, doses of LIDOCAINE HCI
FRESENIUS may need to be adjusted accordingly. Conversely, reduced serum lidocaine
(lignocaine) concentrations may result from medicines that may stimulate the hepatic metabolism of

lidocaine (lignocaine), e.g., phenytoin.

Hypokalaemia produced by acetazolamide, loop diuretics and thiazides antagonises the effect of

LIDOCAINE HCI FRESENIUS.

Propranolol, metoprolol and nadolol may increase lidocaine (lignocaine) levels by 20 % to 30 %.
With concurrent beta-blocker therapy, monitor lidocaine (lignocaine) levels more closely (at least

every 24 hours) and adjust LIDOCAINE HCI FRESENIUS infusion rates appropriately.

Lidocaine (lignocaine) is markedly bound to a I-acid glycoprotein (AAG). AAG concentrations may
be reduced by oestrogens leading to a higher free fraction of lidocaine (lignocaine) in women than
in men and the free fraction is further increased during pregnancy and in women taking oral

contraceptives or hormone replacement therapy (HRT).

LIDOCAINE HCI FRESENIUS prolongs the action of neuromuscular blocking medicines such as

suxamethonium and cisatracurium.

4.6 Fertility, pregnancy and lactation
Pregnancy:
The safe use of LIDOCAINE HCI FRESENIUS during pregnancy has not been established.

Lidocaine (lignocaine) passes the placenta and blood-brain barrier. Fetal intoxication has occurred
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following the use of LIDOCAINE HCI FRESENIUS in labour.

Lactation:
LIDOCAINE HCI FRESENIUS is excreted into breast milk and should be used with caution in nursing

women.

4.7 Effects on ability to drive and use machines
LIDOCAINE HCI FRESENIUS as blurred or double vision, light-headedness, drowsiness or
dizziness. Patients should be advised not to drive or operate machines until it is established that

their ability to perform such activities is not affected.

4.8 Undesirable effects
Adverse effects associated with LIDOCAINE HCI FRESENIUS are usually due to inadvertent

intravenous administration or overdosage.

Mild and transient side effects (dizziness, drowsiness) may occur following a rapid intravenous
loading dose and during the infusion therapy. More severe side effects are indicative of overdosage
or too rapid a rate of administration. When properly administered, severe reactions of the central

nervous system or cardiovascular type occur less frequently.
The following systemic effects have been reported in association with LIDOCAINE HCI FRESENIUS:

Blood and lymphatic disorders:

Methaemoglobinaemia.

Immune system disorders:

Less frequent: Allergic reactions (including anaphylaxis).
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Psychiatric disorders:

Confusion, psychosis.

Nervous system disorders:

Light-headedness, drowsiness, lassitude, amnesia, dizziness, apprehension, nervousness,
euphoria, sensations of heat, cold or numbness, twitching tremors, paraesthesia, convulsions,
unconsciousness, headache, transient neurological symptoms (i.e., pain and/or dysaesthesia in the

buttocks or legs), numbness of the tongue and perioral region (as an early sign of systemic toxicity).

Eye disorders:

Blurred or double vision, nystagmus.

Ear disorders:

Tinnitus.

Cardiac disorders:
Dysrhythmia, cardiovascular collapse and bradycardia, which may lead to cardiac arrest. AV block

and myocardial depression.

Vascular disorders:

Hypotension.

Respiratory, thoracic and mediastinal disorders:

Respiratory depression and arrest.

Gastrointestinal disorders:
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Nausea, vomiting.

Reporting of suspected adverse reactions:

Reporting suspected adverse reactions after authorisation of the medicine is important. It allows
continued monitoring of the benefit/risk balance of the medicine. Health care providers are requested
to report any suspected adverse drug reactions to SAHPRA via the Med Safety APP (Medsafety X

SAHPRA) and eReporting platform (who-umc.org) found on SAHPRA website.

4.9 Overdose

The main systemic toxic effect is excitation of the central nervous system, manifested by yawning,
restlessness, excitement, nervousness, dizziness, blurred vision, nausea, vomiting, muscle twitching
and convulsions.

Excitation of the central nervous system may be transient, and followed by depression, with
drowsiness, respiratory failure and coma.

There is simultaneous depression of the cardiovascular system, with pallor, sweating and

hypotension. Dysrhythmias, bradycardia and cardiac arrest may be precipitated.

When severe side effects occur, the administration of LIDOCAINE HCI FRESENIUS should be

stopped immediately, and the appropriate resuscitative procedures should be instituted.

Treatment is symptomatic and supportive.

« Hypotension may be counteracted by a vasopressor medicine or a myocardial stimulant and
proper positioning of the patient.

« Bradycardia may be treated with atropine or atropine-like medicines.

o Asystole requires immediate cardiopulmonary resuscitation including, if necessary, medicines

such as epinephrine (adrenaline) or isoprenaline, and cardiac pacing if required.
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« Convulsions may be treated with small doses of a short-acting barbiturate, and pulmonary

ventilation should be ensured (free airway and oxygen). Artificial ventilation, if required, can be

facilitated by the IV injection of a short-acting muscle relaxant.

5. PHARMACOLOGICAL PROPERTIES

51 Pharmacodynamic properties

Category and class: A 6.2 Cardiac depressants.
Pharmacotherapeutic group: Antiarrhythmics, Class | and Il

ATC code: C01BBO1.

Lidocaine (lignocaine) has antidysrhythmic properties, as a result of its direct influence of the cardiac
membrane.

It increases the electrical stimulation threshold of the ventricle during diastole.

5.2 Pharmacokinetic properties
Lidocaine (lignocaine) is rapidly distributed to all body tissues. About 65 % is plasma bound.
Lidocaine (lignocaine) crosses the placenta and blood brain barrier. The plasma life is 1,6 hours.

About 80 % of the dose is metabolised in the liver. Less than 10 % is found unchanged in the urine.

5.3 Preclinical safety data

No information of relevance available.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients
Sodium hydroxide (for pH-adjustment)

Water for injection.
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In the absence of compatibility studies, LIDOCAINE HCI FRESENIUS should not be mixed with other

6.2 Incompatibilities

medicines.

6.3 Shelf life

48 months.

6.4 Special precautions for storage

Store at or below 25 °C.

6.5 Nature and contents of container
5 ml clear Type 1 glass OPC ampoules, packed into a PVC blister tray and outer carton.

Pack size: 10 ampoules per outer carton.

6.6 Special precautions for disposal and other handling

For single use only. Discard any unused contents after first use.

7. HOLDER OF CERTIFICATE OF REGISTRATION
Fresenius Kabi Manufacturing SA (Pty) Ltd

6 Gibaud Road

Korsten 6020

Ggeberha

South Africa

8. REGISTRATION NUMBER

V/6.2/319
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9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

12 October 1988

10. DATE OF REVISION OF THE TEXT

31 January 2024
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