PRONIL 10MG/ML INJECTION

Description and Composition
PRONIL 10MG/ML INJECTION is a yellow clear solution. Each ml contains 10mg of Acepromazine
maleate its active ingredient and 10mg Benzyl alcohol as its preservative.

Pharmacodynamics

Acepromazine (as maleate) is a derivative of phenothiazine. Phenothiazines have a depressive action on
the central nervous system, causing calming of the animal with muscle relaxation, indifference to the
surrounding environment and attenuation of worry, nervousness and defense reactions. This action is due
in part to an antagonistic action on dopaminergic receptors. The sedative effects last 4 to 8 hours,
depending on the individual.

Pharmacokinetics
Administered parenterally, absorption is very rapid and complete. Elimination is mainly urinary.

Indication

For use in cattle, sheep, swine, goats and horses, as an aid in tranquilizing animals:
i. Before loading

. To facilitate restraint

iii. To control hyperexcitability

iv. As a pre-anesthetic agent in major and minor surgery

In colts - as an aid in breaking colts.
In bulls and cows - to tranquilize animals for artificial insemination procedures.

For use in dogs and cats as an aid in tranquilizing animals:

i. To facilitate restraint

ii. As an aid in the control of hyperexcitability, vomiting, licking and scratching
iii. As a pre-anesthetic agent in major and minor surgery

iv. As an aid in breeding high strung bitches

Recommended Dose
Sheep and goats: Sedation: Administer 0.05mg to 0.1mg per kg body weight intramuscularly.

Cattle: Sedation: 0.01mg to 0.02mg per kg body weight intravenously or 0.03mg to 0.1mg per kg body
weight intramuscularly. Sedation prior to local anesthesia: 0.1mg per kg body weight intramuscularly.

Swine: Sedation: Administer 0.01mg to 0.2mg per kg body weight intravenously or intramuscularly.

Dogs: Sedation: 0.025mg to 0.2mg per kg body weight intravenously to a maximum dose of 3mg
intravenously or 0.1mg to 0.25mg per kg body weight intramuscularly or subcutaneously.

Pre-anesthetic: 0.03mg to 0.2mg per kg body weight intravenously, intramuscularly or subcutaneously,
with a maximum dose of 3mg intravenously.

Cats: Sedation: 0.05mg to 0.11mg per kg body weight intravenously, intramuscularly or subcutaneously,
with a maximum dose of 1mg intravenously.

Horses: Pre-anesthetic: 0.02mg to 0.05mg per kg body weight intravenously.
Tranquilization: 0.04mg to 0.1mg per kg body weight intramuscularly.

Dosages may be repeated in 10 hours.
As a preloading dose for cattle, sheep, goats, horses and swine, administer 25mg per 454kg
intravenously or 75mg per 454kg intramuscularly one hour before loading.



Route of Administration

To be given only by intramuscular injection to sheep and goats.

To be given by intramuscular and intravenous injection to cattle, pigs and horses.

To be given by intravenous, intramuscular and subcutaneous injection to cats and dogs.

Contraindication

Phenothiazine derivatives are contraindicated in animals being treated with organophosphates,
succinylcholine or other cholinesterase inhibitors. Contraindicated in animals with hypovolemia or shock.
Epinephrine is contraindicated in the treatment of acepromazine maleate overdosage.

Warning and Precautions

Special precautions for use

Special precautions for use in animals:

Observe the aseptic rules required when injecting the product.

The indicated doses can be subject to important individual variations.

Use in reduced dose and with caution in heart or liver disease, in debilitated or anemic animals.
Acepromazine has little or no analgesic effect. Avoid painful procedures and take the usual precautions
when handling tranquilized animals.

This medication should be used with caution in brachycephalic dog breeds, for example the boxer.
Keep horses at peace in a calm environment and avoid sensory stimulation as much as possible.
This product can induce positive reactions during doping controls.

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

In case of accidental self-injection, seek medical advice immediately and show the package leaflet to the
physician. However, do not drive as the product may cause sedation.

Other Precautions:

In horses, paralysis of the retractor penis muscle has been associated with the use of phenothiazine-
derivative tranquilizers. This risk should be duly considered prior to the administration of acepromazine
maleate to male horses (castrated and uncastrated). Use lower doses and use with caution when
administering to very young animals or to animals with hepatic dysfunction, cardiac disease or general
debilitation, due to possible prolongation of effect.

Interaction with Other Medicaments

Do not use with organophosphate substances and procaine hydrochloride, the toxicity of which it
potentiates. The depressant effect of acepromazine on the central nervous system increases with the
concomitant administration of other molecules having the same depressant effect (morphine,
barbiturates, xylazine.). When general anesthesia is required within 4 to 6 hours of taking the drug, be
sure to reduce the induction doses of other premedication agents and general anesthetics, such as
halothane or barbiturates, to avoid potentiation and addition of depressant effects. Other interactions
have been noted with the following molecules: adrenaline, quinidine, metoclopramide, morphine.

Pregnancy and Lactation
The safety of the drug has not been established during pregnancy and lactation. In the absence of data,
its use during pregnancy or lactation is not recommended.

Side Effects

The most common side effect is hypotension. Apneas have been observed in cats. Leukopenia,
leukocytosis, eosinophilia, skin reactions and skin pigmentation may also appear after repeated
administration. Decrease in hematocrit and platelet aggregation, paradoxical reaction with hyperarousal,
partial closure of the 3rd eyelid, hypothermia, prolapse of the penis can be observed.

Symptoms and Treatment of Overdose
In case of overdose, hypotension may occur.



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

Sheep, goats, cattle and swine: 7 days

Sheep, goats and cattle: Milk: 48 hours

Do not use in horses that are to be slaughtered for use in food.

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