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PATIENT PACKAGE INSERT IN ACCORDANCE WITH
THE PHARMACISTS' REGULATIONS (PREPARATIONS) - 1986

CABOTRIM 0.5 mg
Tablets
The dispensing of this medicine requires a doctor's prescription
Read this package insert carefully in its entirety before using
this medicine
Composition: Each tablet contains: Cabergoline 0.5 mg
Inactive ingredients: Microcrystalline cellulose, croscarmellose
sodium, citric acid (anhydrous), magnesium stearate
Therapeutic group: Dopamine receptor agonist.
Therapeutic activity: Inhibits and suppresses production of
prolactin. Used for inhibition and suppression of lactation and
treatment of hyperprolactinemia disorders.
When should the preparation not be used?
Do not use this medicine if you are pregnant or breastfeeding
(unless the medicine is intended for cessation of lactation).
Do not use this medicine if you are sensitive to any of its
ingredients or to ergot alkaloids.
Do not use this medicine if you suffer from uncontrolled
hypertension.
Do not use this medicine in patients with history of pulmonary,
pericardial and/or retroperitoneal fibrosis.
Do not use this medicine in patients with anatomical
abnormality of cardiac valves.

Do not take this medicine without consulting a doctor
before starting treatment in the following cases:

If you are suffering, or have suffered in the past, from impaired
function of: the respiratory system (e.g. asthma), the heart
and/or vascular system, the liver, the kidney/urinary tract, the
digestive system (e.g. ulcer), from Raynaud’s syndrome, if you
have a history of psychotic disorders.
How will this medicine affect your daily life?
During the first days of treatment, use of this medicine may
impair alertness and therefore caution should be exercised
when engaging in activities such as driving a car, operating
dangerous machinery and in any other activity which requires
alertness.

Warnings:
Tests to rule out pregnancy should be performed before using
this medicine. Non-hormonal contraception should be used
during treatment with this medicine. In case of pregnancy, stop
taking this medicine immediately. Pregnancy should be avoided
for at least 1 month following cessation of the treatment.
In certain cases prolonged treatment with cabergoline may
cause fibrosis and inflammatory conditions in the lungs,
pericardium and retroperitoneum as well as cardiac valve
damage. In some cases the cardiac valve condition improves
upon discontinuation of treatment with cabergoline.
It is recommended that patients taking cabergoline, who
experience breathing disturbances or difficulty breathing, refer
to their doctor who will decide whether to perform a chest X-
ray, blood sedimentation and/or serum creatinine measurements.
Before initiating treatment with this medicine the patient should
undergo a cardiovascular evaluation, including echocardiogram.
It is also recommended to perform blood sedimentation, lung
function/chest X-ray and renal function tests prior to initiation
of therapy. If cardiac valve damage is diagnosed, the patient
should not be treated with cabergoline.
During treatment with this medicine refer to your doctor
immediately if you experience the following symptoms: difficulty
breathing, shortness of breath, persistent cough and/or chest
pain, pain and swelling in the waist area, and/or cardiac failure.
Periodic diagnostic monitoring for development of effusion,
fibrosis and/or cardiac valve damage is recommended.

The first echocardiogram should be performed after 3-6 months
of treatment and thereafter repeated every 6-12 months. If a
new or worsened valvular damage is revealed, cabergoline
should be discontinued.
If you are sensitive to any type of food or medicine, inform your
doctor before commencing treatment with this medicine.
This medicine belongs to a group of preparations which might
cause pathological gambling, increased libido and hypersexuality.
These effects are generally reversible upon reduction of the
dose or treatment modification by the doctor.
Drug interactions: If you are taking another drug concomitantly
or if you have just finished treatment with another medicine,
inform the attending doctor, in order to prevent hazards or lack
of efficacy arising from drug interactions. This is especially
important for medicines belonging to the following groups:
antiemetics, macrolide antibiotics (erythromycin).
Side effects: In addition to the desired effect of the medicine,
adverse reactions may occur during the course of taking this
medicine, for example: constipation, nausea/vomiting,
drowsiness, feverish feeling, dizziness, tiredness or weakness,
abdominal pain, fast pulse (rare), nose bleeds (rare), vision
disturbances (rare), chest pain, depression, somnolence, sudden
onset of sleep, hair loss, changes in the results of liver function
and/or blood tests, hallucinations, respiratory system
disturbances, e.g. shortness of breath, edema, fibrosis and
inflammatory conditions in the lungs, pericardium and
retroperitoneum, pleural effusion or pulmonary fibrosis, cardiac
valve damage, allergic reactions, e.g. rash.
In the event that you experience side effects not mentioned in
this leaflet, or if there is a change in your general health, consult
your doctor immediately.
Dosage: Dosage is according to doctor's instructions only.
Do not exceed the recommended dosage.
This medicine is not usually intended for adolescents under
16 years of age.
Directions for use: The tablet may be halved or crushed.
Swallow the medicine with water. Take the medicine with a meal.
How can you contribute to the success of the treatment?

Complete the full course of treatment as instructed by the doctor.
Even if there is an improvement in your health, do not discontinue
use of this medicine without consulting your doctor.
Avoid poisoning!
This medicine, and all other medicines, must be stored in a safe
place out of the reach of children and/or infants, to avoid
poisoning. If you have taken an overdose, or if a child has
accidentally swallowed the medicine, proceed immediately to
a hospital emergency room and bring the package of the
medicine with you. Do not induce vomiting unless explicitly
instructed to do so by a doctor!
This medicine has been prescribed for the treatment of your
ailment; in another patient it may cause harm. Do not give this
medicine to your relatives, neighbours or acquaintances.
Do not take medicines in the dark! Check the label and the dose
each time you take your medicine. Wear glasses if you need
them.
Storage: Store in a cool, dry and dark place, below 25oC.
Even if kept in their original container and stored as
recommended, medicines may be kept for a limited period only.
Please note the expiry date of the medicine! In case of doubt,
consult the pharmacist who dispensed the medicine to you.
Do not store different medications in the same package.
License number: 135 73 31180 00
The format of this leaflet was determined by the Ministry of
Health and its content was checked and approved
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