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Medroxyprogesterone acetate 5mg

Indicated for cases requiring progesterone supplement.
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Contra-indications
Known or suspected pregnancy;
Known, past or suspected breast cancer;

Previous idiopathic or current venous thromboembolism (deep venous thrombosis, pulmonary embolism);

Active or recent arterial thromboembolic disease (e.g angina, myocardial infarction);

Undiagnosed vaginal bleeding

Acute liver disease, or a history of liver disease as long as liver function tests have failed to return to normal;
Known hypersensitivity to the active substances or to any of the excipients;

Porphyria

Special warnings and precautions for use

Medical Examination/Follow-Up

Before initiating or reinstituting therapy, a complete personal and family medical history should be taken. Physical
(including pelvic) examination should be guided by this and by the contraindications (section 4.3) and warnings
(section 4.4) for use. During treatment, periodic check-ups are recommended of a frequency and nature adapted to the
individual woman, but may include, if judged appropriate by the clinician, abdominal and pelvic examination. Women
should be encouraged to participate in the national breast cancer screening programme (mammography) and the
national cervical screening programme (cervical cytology) as appropriate for their age.

The possibility of genital tract pathology should be considered before commencing treatment in women with abnormal
uterine bleeding, especially in women over 45, who may require gynaecological investigation.
A negative pregnancy test should be demonstrated before starting therapy (see section 4.6).

Doses of up to 30 mg a day may not suppress ovulation and patients should be advised to take adequate contraceptive
measures, where appropriate.

Conditions which need Supervision

If any of the following conditions are present, have occurred previously, and/or have been aggravated during
pregnancy or previous hormone treatment, the patient should be closely supervised. It should be taken into account
that these conditions may recur or be aggravated during treatment with Provera, in particular:

- A history of, or risk factors for, thromboembolic disorders (see below)

- Risk factors for oestrogen dependent tumours, e.g. 1 degree heredity for breast cancer
- Hypertension

- Liver disorders (e.g. liver adenoma)

- Diabetes mellitus with or without vascular involvement

- Cholelithiasis




- Migraine or (severe) headache
- Systemic lupus erythematosus
- Epilepsy

- Asthma

- Otosclerosis

This product contains lactose and sucrose. Patients with rare hereditary problems of galactose intolerance, the Lapp
lactase deficiency or glucose-galactose malabsorption should not take this medicine.

4.5 Interaction with other medicinal products and other forms of interaction
Aminoglutethimide administered concurrently with Provera may significantly depress the bioavailability of Provera.
Interactions with other medicinal treatments (including oral anti-coagulants) have rarely been reported, but causality

has not been determined. The possibility of interaction should be borne in mind in patients receiving concurrent
treatment with other drugs.

The metabolism of progestogens may be increased by concomitant use of substances known to induce drug-
metabolising enzymes, specifically cytochrome P450 enzymes, such as anticonvulsants (e.g. phenobarbital, phenytoin,

carbamazepine) and anti-infectives (e.g. rifampicin, rifabutin, nevirapine, efavirenz).

Ritonavir and nelfinavir, although known as strong inhibitors, by contrast exhibit inducing properties when used

concomitantly with steroid hormones. Herbal preparations containing St John’s wort (Hypericum perforatum) may

induce the metabolism of progestogens.

Clinically, an increased metabolism of progestogens may lead to decreased effect.
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	רופא/ה, רוקח/ת נכבד/ה,
	קו תחתי משמעו תוספת טקסט, קו חוצה משמעו מחיקת טקסט, הדגשה משמעה החמרה.
	להלן העדכונים העיקריים בעלון לרופא (נא תשומת לבכם לפורמט השונה):
	להלן העדכונים העיקריים בעלון לצרכן (בנוסף למעבר לפורמט החדש):
	המינון ואופן הטיפול יקבעו על ידי הרופא בלבד.

