Medicaine 3% without vasoconstrictor

1. WHAT IS MEDICAINE 3%?

Pharmaceutical form

Medicaine 3% is presented in injectable solution in a 1.8ml cartridge.
Pharmacotherapeutic class

- This drug is an injectable local anesthesic for dental use
Composition

Each cartridge contains:

Mepivacaine hydrochloride 54mg
Excipients: sodium chloride 9 mg
Water for injectable formulation s.q.f 1.8ml

2.IN WHICH CASE CAN MEDICAINE 3% BE USED?
This drug is indicated in local anesthesia for dental use
3. WHAT IS NECESSARY TO BE KNOWN BEFORE TAKING
MEDICAINE 3%?
Contraindications
- Known allergy to local anesthetics belonging to the same chemical
group.
- Contraindications due to mepivacaine hydrochloride:
* serious myasthenia
« cholinesterase’s low plasmatic levels
« serious hepatic disorders: cirrhosis, acquired or genetic porphyry

rnings and pr ion:
‘Warnings
- Intra-vascular injection is strictly contraindicated: it is, therefore,
imperative to ensure that the needle is not inserted in a blood vessel.
- Toxic reactions may occur in case of overdosage or accidental intravenous
injection
- Do not mix the injectable solution to other products in the same syringe
- Do not reuse opened cartridges.
- Wearing gloves by the professionals is recommended in stomatology
(WHO), in aim to eliminate the risk of contact allergy.
- A transient whitening of the mucosa in front of the injection area can
be observed.
Precautions of use
- It is deeply recommended to investigate about field, current treatments
and eventual allergic history.
- The use of this drug should not be considered during pregnancy unless
if necessary.
- When administrating a local anesthetic, we must have at disposal
anticonvulsant drugs (injectable benzodiazepines and barbiturates),
relaxants, atropine and vasopressors; and reanimation material (especially
a source of oxygen) permitting artificial ventilation when necessary.
- In case of high doses administration, a pre-medication with
benzodiazepines is necessary.
- Precaution is recommended in case of sensitivity, hepatic impairment
and/or acidosis.
- Local anesthesia should be avoided in inflammatory or infected areas.
- It is recommended to prevent patients about a risk of anesthesia which
should be taken into account : various bites:
lips, mucosa, and tongue...patients should avoid chewing gum or other
meals as long as their mouth or throat is insensitive.
- Like all other cartridges, the diaphragm should be disinfected just before
use. It should be dabbed carefully with either 70° alcohol or 90° pure
isopropyl alcohol for pharmaceutical use.
- Cartridges should not be immersed in any solution.
Use during pregnancy and breastfeeding
Pregnancy
Clinically, and currently there are no enough pertinent data which can
evaluate eventual malformations or foeto-toxic effects induced by
mevipacain when administered in pregnant women. Therefore, the use of
mevipacain in odonto-stomatological indications can only be considered
when necessary during pregnancy.
Breastfeeding

can block anti-myasthenic effects on skeletal muscles, especially when
important amounts are rapidly absorbed. Administration time should be
adjusted for the anti-myasthenic in aim to control the eventual symptoms
of a severe myasthenia: this eect is improbable with doses used in
stomatology.

- Disinfectant solutions containing heavy metals:

* Risk of local irritation, swelling and oedema.

e They are not to be used to disinfect mucosa before local anesthetic
administration.

4. HOW TO USE MEDICAINE 3%?

Dosage and mode of administration

Dosage

Adults

For usual interventions:

- 1 to 3 cartridges of 1.8ml of medicaine 3% without vasoconstrictor,
for each intervention according to the area to be anesthetized and to the
injection technique to be used.

- The operation is rarely repeated more than one time in a week in the
same patient.

Children

- The amount to be injected will be determined according to the child’s age
and the importance of the intervention.

We should take into account the child’s weight.

- The mean dose: 0.025ml of anesthetic solution /kg of weight.

- Do not exceed one cartridge /session

- The maximal dose of mepivacaine Hydrochloride (in mg) to be
administrated in children is : child’s weight (kg) x 1.33

Mode of administration

Local or regional injection in intra-buccal mucosa

the maximum injection rate should not exceed 1 ml per minute.
Overdose

The neurological signs of toxicity should be treated if clonism occurs:

- hyperventilation

- lying position, if necessary

- Intravenous injection of a short action barbiturate or an intra-muscular
injection of a benzodiazepine.

- Oxygenation

- Assisted ventilation

5. WHAT ARE THE UNDESIRABLE EFFECTS?

- Toxic reactions (revealing an abnormal high content of local anesthetic
in the blood) can be observed either immediately after

accidental intra-vascular injection or more lately after a real overdosage
subsequent to the injection of excessive amount of the

anesthetic solution.

- Can be observed:

e Nervous system symptoms: nervousness, headaches, acouesthesia,
nausea , vomiting, trem or, somnolence,

fainting, convulsions and respiratory failure.

» Cardio-vascular signs: hypertension, bradycardia, heart failure and
cardio-vascular collapse

- Risky subjects are those presenting cardio-vascular aections and
thyrotoxicosis

6. HOW TO STORE MEDICAINE 3%?

. store at a temperature below 25°C and away from light

- Avoid any risk of freezing.

7. WHAT ARE THE DELIVERY CONDITIONS OF MEDICAINE
3%?

- List I

- reserved to professional use in stomatology

8. PRESENTATION AND MA NUMBER

Like all other local anesthetics, mevipacain passes in mother’s milk in
small amounts. However, breastfeeding can be continued. Speciality Presentation MA Number
Drugs interactions — X
- Antiarythmics Medicaine 3% Box of 50 cartridge of 1.8ml 9233012
- Cimetidin
- Anti-myasthenics: the use of neuronal transmission by local anesthetics DATE OF THE LAST REVISION: February 2008.
THIS IS ADRUG
- A drug is a product but it is different from the other products.
- A drug is a product which acts on your health and its non appropriate consumption can expose you to danger.
- Rigorously respect your doctor’s prescription and the mode of administration he prescribed. Follow your pharmacist’s advices.
- Your doctor and your pharmacist know drugs, their indications and contra-indications.
- Do not stop on your own initiative the treatment during the prescribed period
- Do not retake, do not increase doses without consulting your doctor.
Les Laboratoires MEDIS — S.A. S5
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