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Summary of Product Characteristics

1 NAME OF THE VETERINARY MEDICINAL PRODUCT

Estrumate

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Active Substances:

Cloprostenol (as cloprostenol sodium) 0.25 mg/ml

Excipients:

Benzyl alcohol (E1519) 20.00 mg/ml

For the full list of excipients, see section 6.1.

3 PHARMACEUTICAL FORM

Solution for injection.

A clear, colourless solution.

4 CLINICAL PARTICULARS

4.1 Target Species

Cattle, horses and ponies.

4.2 Indications for use, specifying the target species

As a synthetic prostaglandin analogue structurally related to Prostaglandin F2a (PGF 2a), for use in cattle and horses. 

Estrumate is a potent luteolytic agent. It causes functional and morphological regression of the corpus luteum (luteolysis) in 

cattle and horses followed by return to oestrus and normal ovulation. 

The recommended use in each target species is as follows: 

 

Cattle:

Therapeutic indications:

Suboestrus (or non detected oestrus - NDO)

Induction of parturition

Termination of normal pregnancy

Termination of abnormal pregnancy

Chronic endometritis (Pyometra)

Ovarian luteal cysts

Controlled breeding in cattle

 

Horses:

Induction of luteolysis following early foetal death and resorption.

Termination of persistent dioestrus.

Termination of psuedopregnancy.

Treatment of lactation anoestrus.

Establishing oestrus cycles in barren/maiden mares.

As an aid to stud management. 

4.3 Contraindications

Do not administer to pregnant animals unless the objective is to terminate the pregnancy.

Do not use in case of hypersensitivity to the active substance or to any of the excipients.
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4.4 Special warnings for each target species

Cattle:

Do not administer to pregnant animals unless the objective is to terminate pregnancy.

For the termination of pregnancy, best results are obtained before day 100 of gestation. Results are less reliable between day 

100 and 150 of gestation.

 

If estrumate is administered in overdose some uneasiness and diarrhoea may be observed.

This will resolve without treatment.

 

Horses:

Do not administer to pregnant animals unless the objective is to terminate pregnancy. 

4.5 Special precautions for use

Special precautions for use in animals:

Administer by intramuscular injection observing the usual aseptic precautions. 

Care should be taken to avoid injection through wet or dirty areas of skin.

All animals should receive adequate supervision after treatment.

There is a refractory period of four to five days after ovulation when cattle and horses are insensitive to the luteolytic effect of 

prostaglandins.

 

Special precautions to be taken by the person administering the product to animals:

Wear disposable plastic gloves when administering the product.

Estrumate can be absorbed through the skin and therefore care should be taken when handling the product, especially by 

women of childbearing age and by asthmatics.

 

Accidental spillage on the skin should be washed immediately with plenty of water.

Prostaglandins of the F2α type may cause broncho-spasm in man, although the possible incidence of the effect with Estrumate 

is not known.

 

Should respiratory embarrassment result from accidental inhalation or injection, a rapid acting broncho-dilator, e.g.isoprenaline

or salbutamol byinhalation is indicated.

4.6 Adverse reactions (frequency and seriousness)

In very rare cases, anaphylactic reactions may be observed that require immediate medical attention.

 

In horses, slight sweating and muscle tremors may occur after treatment. This appears to be transient and resolves without any 

treatment. In some cases, soft faeces may be passed shortly after treatment. Other possible reactions are increased heart and 

respiratory rate, abdominal discomfort, locomotor incoordination and lying down. 

 

Localised post-injection bacterial infections, which may become generalised, are occasionally reported.

 

The frequency of adverse reactions is defined using the following convention:

-very common (more than 1 in 10 animals displaying adverse reactions during the course of one treatment)

-common (more than 1 but less than 10 animals in 100 animals)

-uncommon (more than 1 but less than 10 animals in 1,000 animals)

-rare (more than 1 but less than 10 animals in 10,000 animals)

-very rare (less than 1 animal in 10,000 animals, including isolated reports).

4.7 Use during pregnancy, lactation or lay

Do not administer to pregnant animals unless the objective is to terminate the pregnancy.

4.8 Interaction with other medicinal products and other forms of interactions

None known.
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4.9 Amounts to be administered and administration route

Dose

Cattle: 2.0 ml.

Ponies: 0.5 to 1.0 ml.

Thoroughbreds, hunters and heavy horses: 1.0 to 2.0 ml.

Route of administration: Intramuscular injection, observing normal aseptic precautions.

It is recommended that the vial is not broached more than 10 times and that the appropriate vial size should be used for 

prevailing usage conditions.

4.10 Overdose (symptoms, emergency procedures, antidotes), if necessary

In cattle, overdose may be associated with uneasiness and diarrhoea. These effects are usually transient.

4.11 Withdrawal period(s)

Cattle

Meat and offal: 1 day.

Milk: Zero days.

Horses

Meat and offal: 4 days.

5 PHARMACOLOGICAL or IMMUNOLOGICAL PROPERTIES

Pharmacotherapeutic group: Genito urinary system and sex hormones; prostaglandins; cloprostenol.

ATCvet code: QG02AD90

5.1 Pharmacodynamic properties

Cloprostenol sodium is a (racemic) analogue of prostaglandin F2α (PGF2α).

It is very much more potent than PGF2α as a luteolytic agent and when administered to cattle, horses and pigs will cause 

functional and morphological regression of the corpus luteum (luteolysis) followed by return to normal oestrus cycling and 

ovulation.

 

Pharmacological studies demonstrate that cloprostenol terminates pregnancy in rats, hamsters and guinea pigs. The drug does

not demonstrate any androgenic, oestrogenic or anti progesterone activity and its effect on pregnancy is due to its luteolytic 

property. 

 

The drug is most active when administered subcutaneously and in the most sensitive species, the pregnant hamster, induces 

abortion at 1.25 microgram/kg compared to 25 microgram/kg orally.

 

Cloprostenol also causes abortion in pregnant marmosets but its mode of action in doing so is unknown.

 

At pharmacological doses, no obvious ill effects have been observed. Young rats dosed at about 50 times the effective dose, 

however did exhibit diarrhoea, a side-effect also seen in some of the dosed monkeys. Unlike other prostaglandin analogues, 

cloprostenol has no thromboxane A2 activity and does not cause platelet aggregation.

5.2 Pharmacokinetic particulars

Metabolism studies, using 15-14C-cloprostenol have been performed in pigs and cattle (by IM administration) to determine 

residue levels, and in the rat and marmoset (by SC administration) to determine the appropriateness of the species for 

toxicological evaluation of cloprostenol. The kinetics of cloprostenol following oral administration were not determined.

 

The kinetic studies, in both domestic and laboratory species, indicate that the compound is rapidly absorbed from the site of 

injection, is metabolised followed by excretion in approximately equal proportion in urine and faeces.In the cow and pig, a 

major portion of the dose is excreted within 0 - 4 hours and most of the dose is eliminated within 24 hours. The major route of 

metabolism in all species appears to be ß-oxidation to the tetranor or dinor acids of cloprostenol. Peak values of radioactivity 

in blood were observed within 1 hour of a parenteral dose and declined with a t½ of between 1 - 3 hours depending on species.
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6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Benzyl alcohol (E1519)

Citric acid anhydrous

Sodium citrate

Sodium chloride

Water for injections 

6.2 Major incompatibilities

None known.

6.3 Shelf-life

Shelf-life of the veterinary medicinal product as packaged for sale: 2 years.

Shelf-life after first opening the immediate packaging: 28 days.

6.4 Special precautions for storage

This veterinary medicinal product does not require any special temperature storage conditions.

Keep vial in the outer carton in order to protect from light.

6.5 Nature and composition of immediate packaging

10 ml and 20 ml Type 1 (colourless) glass vials sealed with synthetic ethyl tetrafluoroethylene (ETFE) coated bromobutyl rubber 

stoppers secured with aluminium collars with red flip-seal caps.

Not all pack sizes may be marketed.

6.6 Special precautions for the disposal of unused veterinary medicinal products or waste materials derived from the 

use of such products

Any unused veterinary medicinal product or waste materials derived from such veterinary medicinal product should be 

disposed of in accordance with local requirements.
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