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DOSTI LACT Tablets

Cabergoline 0.5 mg tablet

P
IDM

COMPOSITION:

Each tablet contains 0.5 mg cabergoline.

Excipients: Lactose ,Leucine.

PHARMACODYNAMIC EFFECTS:

Mechanism of action:

The secretion of prolactin by the anterior pituitary is mainly under
hypothalamic inhibitory control, likely exerted through release of
dopamine by tuberoinfundibular neurons. Cabergoline is a long-acting
dopamine receptor agonist with a high affinity for D2 receptors.
PHARMACOKINETICS:

Absorptiol
Following single oral doses of 0.5 mg to 1.5 mg given to 12 healthy
adult volunteers, mean peak plasma levels of 30 to 70 picograms
(pg)/mL of cabergoline were observed within 2 to 3 hours.

Distribution:

The drug is extensively distributed throughout the body. Cabergoline is
moderately bound (40% to 42%) to human plasma proteins in a
concentration-independent manner. Concomitant dosing of highly
protein-bound drugs is unlikely to affect its disposition.

Metabolism:

cabergoline is extensively metabolized, predominately via hydrolysis of
the acylurea bond or the urea moiety. Cytochrome P-450 mediated
metabolism appears to be minimal. Cabergoline does not cause
enzyme induction and/or inhibition in the rat.

Excretion:

approximately 22% and 60% of the dose was excreted within 20 days
in the urine and feces, respectively. Less than 4% of the dose was
excreted unchanged in the urine.

INDICATIONS:

cabergoline Tablets are indicated for the treatment of hyperprolactinemic
disorders, either idiopathic or due to pituitary adenomas.
CONTRAINDICATIONS:

cabergoline Tablets are contraindicated in patients with:

« Uncontrolled hypertension or known hypersensitivity to ergot derivatives.
« History of cardiac valvular disorders, as suggested by anatomical
evidence of valvulopathy of any valve, determined by pre-treatment
evaluation including echocardiographic demonstration of valve leaflet
thickening, valve restriction, or mixed valve restriction-stenosis.

« History of pulmonary, pericardial, or retroperitoneal fibrotic disorders.
ADVERSE EFFECTS:

Body As a Whole: facial edema, influenza-like symptoms, malaise.
Cardiovascular System: hypotension, syncope, palpitations.

Digestive System: dry mouth, flatulence, diarrhea, anorexia.

Metabolic and Nutritional System: weight loss, weight gain.

Nervous System: somnolence, nervousness, paresthesia, insomnia,
anxiety.

Respiratory System: nasal stuffiness, epistaxis.

Skin and Appendages: acne, pruritus.

Special Senses: abnormal vision.

Urogenital System: dysmenorrhea, increased libido.

WARNINGS:

Fibrotic Complications:

Cardiac Valvulopathy:

All patients should undergo a cardiovascular evaluation, including
echocardiogram to assess the potential presence of valvular disease. If
valvular disease is detected, the patient should not be treated with
cabergoline

cabergoline should be discontinued if an echocardiogram reveals new
valvular regurgitation, valvular restriction or valve leaflet thickening.
cabergoline should be used with caution in patients exposed to other
medications associated with valvulopathy.

Extracardiac Fibrotic Reactions:

cabergoline should not be used in patients with a history of cardiac or
extracardiac fibrotic disorders.

Fibrotic disorders can have an insidious onset and patients should be
monitored for manifestations of progressive fibrosis.

during treatment, attention should be paid to the signs and symptoms
of:

+ Pleuro-pulmonary disease such as dyspnea, shortness of breath,
persistent cough or chest pain.

+ Renal insufficiency or ureteral/abdominal vascular obstruction that
may occur with pain in the loin/flank and lower limb edema as well as
any possible abdominal masses or tenderness that may indicate
retroperitoneal fibrosis.

« Cardiac failure: Cases of valvular and pericardial fibrosis have often
manifested as cardiac failure. Therefore, valvular fibrosis (and
constrictive pericarditis) should be excluded if such symptoms occur.

Clinical and diagnostic monitoring such as erythrocyte sedimentation
rate, chest-x ray, serum creatinine measurements, and other
investigations should be considered at baseline and as necessary
while patients are treated with cabergoline.

Following diagnosis of pleural effusion or pulmonary fibrosis, the
discontinuance of cabergoline was reported to result in improvement of
signs and symptoms.

Precautions:

General:

Initial doses higher than 1.0 mg may produce orthostatic hypotension.
Care should be exercised when administering cabergoline with other
medications known to lower blood pressure.

Postpartum Lactation Inhibition or Suppression:

cabergoline is not indicated for the inhibition or suppression of
physiologic lactation. Use of bromocriptine, another dopamine agonist
for this purpose, has been associated with cases of hypertension,
stroke, and seizures.

Hepatic Impairment:

Since cabergoline is extensively metabolized by the liver, caution
should be used, and careful monitoring exercised, when administering
cabergoline to patients with hepatic impairment.

Psychiatric:

Pathological gambling, increased libido, and hypersexuality have been
reported in patients treated with dopamine agonists including
cabergoline. This has been generally reversible upon reduction of the
dose or treatment discontinuation .

DRUG INTERACTIONS!

cabergoline should not be administered concurrently with D
-antagonists, such as phenothiazines, butyrophenones, thioxanthenes,
or metoclopramide.

PREGNANCY :

Teratogenic Effects - Category B

this drug should be used during pregnancy only if clearly needed.
Nursing Mothers:

It is not known whether this drug is excreted in human milk. Because
many drugs are excreted in human milk and because of the potential
for serious adverse reactions in nursing infants from cabergoline, a
decision should be made whether to discontinue nursing or to
discontinue the drug, taking into account the importance of the drug to
the mother

DOSAGE AND ADMINISTRATION:

The recommended dosage of cabergoline Tablets for initiation of
therapy is 0.25 mg twice a week. Dosage may be increased by 0.25 mg
twice weekly up to a dosage of 1 mg twice a week according to the
patient's serum prolactin level. Before initiating treatment,
cardiovascular evaluation should be performed and echocardiography
should be considered to assess for valvular disease.

Dosage increases should not occur more rapidly than every 4 weeks,
so that the physician can assess the patient's response to each dosage
level. If the patient does not respond adequately, and no additional
benefit is observed with higher doses, the lowest dose that achieved
maximal response should be used and other therapeutic approaches
considered. Patients receiving long term treatment with cabergoline
should undergo periodic assessment of their cardiac status and
echocardiography should be considered.

After a normal serum prolactin level has been maintained for 6 months,
cabergoline may be discontinued, with periodic monitoring of the serum
prolactin level to determine whether or when treatment with
cabergoline should be reinstituted. The durability of efficacy beyond 24
months of therapy with cabergoline has not been established
OVERDOSAGE

Overdosage might be expected to produce nasal congestion, syncope,
or hallucinations. Measures to support blood pressure should be taken
if necessary.

STORAGE CONDITIONS: Store in a dry place, below 30° C.
PACKAGE: 2 or 8 tablets in a glass bottle with a Silicagel desiccant
insert, packed in a cardboard box.

THIS IS A MEDICAMENT

- Amedicament is a product but uniike any other products.
~Amedicament s 2 produc which affcts your healh and s consumption contrary o
nstructions is dangerous for y
- Follow sl the cocors rescription, the method of use and he nstructions o the

sold “The doctor and the experts in
Medicine, ts banefs and riks
o not by yourself interrupt the period of treatment prescribed for you.
~ Do not repeat the same prescription without consulling your docor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN
(Avat

(Council of Arab Health Ministers) b Pharmacists Association)

Manufactured & MAH by: DIV International Drug Manufacturi - Aleppo - Syria
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